








































not apparent during the birth of a new technology. This, in turn, would have a

chilling effect on the ability of new companies to raise the necessary capital in the

face of additional uncertainty over the ability to adequately protect whatever (if

anything) becomes the commercially viable technology.

Another longstanding and accepted practice by applicants has been the filing

of multiple patentably indistinct embodiments of an invention in a single

application. See, e.g., Landis on Mechanics ofPatent Claim Drafting § 10.1. The

GSK Plaintiffs are merely one of countless examples of businesses which have

adopted this respected strategy - paying the statutory fee for "excess" claims. 35

U.S.c. § 41. But under the new §1.75(b) applicants who have chosen this

approach would have at most the right to protect, in effect, only five of these

embodiments per application and a maximum of fifteen embodiments over time ­

with only five independent claims per application and one independent claim per

embodiment. Because those applicants would not be allowed to devote additional

independent claims to any other embodiment, they would have lost the right to

obtain any form of protection for those embodiments, which ordinarily would be

covered by new claims filed in additional continuing applications. See Johnson &

Johnston Assocs., 285 F.3d at 1054-55. Guessing incorrectly will have serious

adverse consequences to businesses. While an ESD could be filed to allow more

claims, as discussed infra, that is not a realistic alternative in view of the risks and
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costs associated with such a procedure. The changes imposed by the New Rules

would significantly affect individual rights and obligations.

Still another such practice that would be ensnared as a consequence of the

New Rules derives from decisions made a year or more ago by applicants to best

protect their inventions by simultaneously filing multiple applications based on the

same (or similar) specifications, in order to provide a spectrum of protection for a

set of inventive concepts. Mueller, supra. In this instance, applicants have, also,

paid the statutory filing fees for each application, and for any claims beyond the

number encompassed by the base fee. 35 U.S.c. § 41. Under the new §1.75(b)(4),

however, all the claims from all those existing applications would be counted as

though they were contained in each application unless the applicant (a) commits

the resources and is successful in arguing the inventions are patentably distinct,

thus escaping the limitation in the New Rules or (b) combines the sets of claims

into one application, abandons all other applications and limits claims to the total

number permitted under the New Rules.

Requiring applicants to analyze and explain why their claims are "patentably

distinct" is not only expensive, but invites assertion of new invalidity arguments by

accused infringers in subsequent infringement litigation, not to mention inequitable

conduct claims, as described below. And as the district court observed, it also

changes existing law and alters the rights of applicants by "shifting the
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examination burden away from the PTO and onto applicants." 541 F.Supp. 2d at

816.

On August 7, 2008, the PTO published a notice concerning the applicablity

date of two specific provisions of the New Rules. 73 Fed. Reg. 45999 (Aug. 7,

2008).7 The notice does nothing to eliminate retroactivity of the New Rules that

generally limit claiming and continuation practice. It has no impact on (and is not

intended to alleviate) the retroactive impact of the "2+1 Rule and the 5/25 Rule,

which limit continuing applications, RCEs and claims, and the ESD requirement."

541 F.Supp. 2d at 814 (discussing New Rules). Applicants would still be required

to explain why their claims are "patentably distinct."

2. The New Rules Would Cause Other Harm to Substantive
Rights

Application of the New Rules would also harm substantive rights in other

ways. Tafas v. Dudas, 511 F. Supp. 2d 652,664-65 (E.D. Va. 2007). In some

situations, applicants would have to abandon patent applications containing

allowable subject matter or face charges of inequitable conduct.

7 Under new 37 CFR 1.78(f)(I), patent applicants must identify their other patent
applications with certain features in common. Under Section 1.78(f)(2), those
identified applications are presumed to be patentably indistinct and applicants must
rebut that presumption. According to the PTO, the August 7 notice is intended
only to relieve applicants of the need to take "preparatory action" while this
litigation is pending. The requirements will apply to applications filed on or after
any new effective date published after removal of the injunction.
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Consider, for example, when prior art references come to light in foreign

prosecution occurring years after the original United States application was filed.

In the interim, ifthe applicant has exhausted its right to file continuing applications

under the new Section 1.78 (even its "one more" application) and receives a notice

of allowance, that applicant has no right to amend the claims to overcome the

reference. The applicant, however, has an obligation to provide this invalidating

art to the PTa although the PTa has no obligation to consider the references, let

alone reopen prosecution. The applicant must then choose between permitting

issuance of potentially invalid claims and abandoning the application altogether (or

filing a petition which is discretionary with the PTa). This scenario, which is not

an obscure hypothetical, would diminish individual rights and produce significant

effects on private interests, because of a change in existing law.

The PTa suggests that even if an applicant is not authorized to file an

additional continuation, it could still file a third or subsequent continuation

application, with "the only consequence" being "that the new filing does not

receive the benefit of the initial application's filing date." PTa Brief at 7, 43.

Thankfully, at least this Court realizes that consequence is almost inevitably a

death knell for any "third or subsequent" continuation. See, e.g., Lemelson v.

TRW, Inc. 760 F.2d 1254, 1267-68 (Fed. Cir. 1985) (recognizing claims would be
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invalid because of on sale or public use activity unless they were entitled to the

filing date of an earlier application).

The New Rules would even punish applicants for previously having made

purely procedural decisions fully authorized under then-existing law. For example,

the New Rules cut off an applicant's ability to obtain patent protection by further

restricting continuing practice, simply because the applicant had filed a

"divisional" application before filing a "continuation" application. See Questions

and Answers Claims and Continuations Final Rule Cl2 (Oct. 22, 2007). This

formerly innocuous decision, having nothing to do with the substance of the

invention, under the New Rules would result in the loss of two continuation

applications, a punishing sanction against the owner that cannot be justified. This

scenario, which also is not an obscure hypothetical, would affect individual rights

and produce significant effects on private interests. It would change existing law.

Finally, the New Rules would likely skew future decisions by owners of

patentable inventions to favor trade secret protection over patenting. Cf Kewanee,

416 U.S. at 494 (Powell, 1., concurring). Many businesses have committed to

long-term strategic plans centered on patent protection as a way to protect their

capital investments, plans that would be upended by these changes in fundamental

principles of law. The New Rules also would have a chilling effect on the ability

of companies to raise capital. These consequences would be contrary to the long
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standing interest in having inventions disclosed to the public. !d. at 486; see also

Graham, 383 U.S. at 9.

C. The New Rules Impose Effectively-Absolute Limitations

Appellants contend that the Ncw Rules do not impose absolute limitations

on the number of claims or the number of continuations because of two new

procedures they contain. The options provided by these procedures, however, are

illusory because one is unreasonably expensive and fraught with risk while the

other exists only at the PTO's discretion. This reality applies across the spectrum

of technologies.

In particular, to avoid the limits of the 5/25 rule, a new Section 1.142(c)

allows applicants to file a "Suggested Requirement for Restriction" or an

"Examination Support Document."s The first option (the "SRR") would allow

patent application owners to request that the PTO carve out separate applications to

be prosecuted in parallel. However, the PTO is not obligated to accept such

requests. The PTO would have the right and discretion to block from substantive

S An ESD must include: (1) a preexamination search statement; (2) a listing of the
reference(s) deemed most closely related to the subject matter of each claim; (3)
identification of all the limitations of each claim (independent and dependent) that
are disclosed by the reference(s); (4) a detailed explanation particularly pointing
out how each of the independent claims is patentable over the cited reference(s);
and (5) a showing where each limitation of each of the claims finds support under
the first paragraph of 35 U.S.C. § 112 in the written description of the
specification.

19



consideration future claims to previously-disclosed inventions that application

owners have up until now been entitled to present and have reviewed.

That change, as applied to existing applications, is profoundly unfair and

would cause patent applicants to lose substantive rights - inventive concepts

constituting trade secret property disclosed in good faith as part of the patent

application. If an examiner chooses not to permit the filing of separate

applications, the applicant's intellectual property - no longer protected by secrecy

if the application has been published - would be effectively destroyed. The

forfeiture would come in the form of a reduced number of claims for each of the

inventions disclosed in the application or no claims at all to one or more of such

inventions (another Hobson's choice the New Rules would impose on applicants).

Johnson & Johnston Assocs., 285 F.3d at 1054-55.

The New Rules nominally allow applicants to seek relief from the

limitations on the number of claims by filing an ESD in which the applicant is

required to explain why each additional claim is patentable. See note 8, supra.

The unfortunate reality, however, is that the financial and other burdens imposed

by the ESD make this an impractical option for many application owners. See 72

Fed. Reg. 46716, 46798 (Aug. 21, 2007) (comment 219). Indeed, the PTO has

raised its estimate of the average cost per application under the ESD process once

already, from $2,500 to $2,563-$13,121, but practitioners estimate the cost to be
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much higher.9 One possible reason for this disparity is the PTa's failure to

recognize that the additional risk imposed on a client submitting an ESD analysis

would require far more careful consideration and analysis by counsel than if an

attorney was preparing a preliminary patentability assessment for purely internal

use by a client. The additional effort and analysis come at significantly increased

cost.

This additional risk results from each ESD becoming part of the patent

prosecution history, subject to detailed review by potential or accused defendants

in future litigation, seeking to locate any arguable misstatements of fact about the

prior art, the claims, or both, on which to base allegations of inequitable conduct. lo

Assertions of inequitable conduct continue to be "a plague" on the legal system

almost twenty years after the Federal Circuit's observation in Burlington Industries

v. Dayco Corp., 849 F.2d 1418,1422 (Fed. Cir. 1988).

9 Compare Defendants' Brief at 67 (Dkt. # 127 in No. 1:07cvl008) with Response
to Comment 219, 72 Fed. Reg. at 46798. AIPLA reported to Senators Reid and
McConnell on November 30, 2007 that this requirement could cost applicants
"more than three times the FY 2008 appropriation ($1,915,500,000) for the
USPTO" (calculation omitted). Letter from Michael K. Kirk, Executive Director,
AIPLA, to Senator Harry Reid and Senator Mitch McConnell (Nov. 30, 2007),
http://www.aipla.org/ContentlNavigationMenu/IP_Issues_and_Advocacy/Testimo
ny/Testimony.htm.

10 The additional risk stemming from accusations of misconduct can also diminish
the value of the issued patent. 72 Fed. Reg. at 46801 (comment 233).
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To minimize that risk in the event of downstream patent litigation, counsel

would need to invest efforts of the type currently associated with well-funded

litigation before (a) representing which references uncovered during the required

search "the applicant deems to be the most closely related to the claimed

invention;" (b) identifying "all the limitations of each claim (independent and

dependent) that are disclosed by the reference(s);" and (c) representing "why the

claimed invention is patentable over the listed references." See new 37 C.F.R. §

1.265 (emphasis added). This would significantly increase costs to patent

applicants.

To place the additional burdens imposed by new Rule 265 in context,

AIPLA asks the Court to take judicial notice of the 2007 edition of an economic

survey AIPLA periodically conducts and publishes. (Each survey includes data on

typical charges for many different types of IP services.) According to the 2007

AlPLA Report of the Economic Survey, in 2006, the typical cost for a novelty

search was $2,000. 2007 AJPLA Report of the Economic Survey, at 21 (AlPLA

2007). By contrast, the mean cost for a validity/invalidity opinion, per patent, was

$15,241. Id. Because of the risks posed by the ESD process to the client and its

patent, the latter expense is more closely aligned with reality than even the PTO's

most-recently revised number. Charges in that range, coupled with the increased

risks to any issued patent, make the ESD process an illusory solution.
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If, upon advice of counsel, the client instead elects to reduce the number of

claims to conform to the New Rules, the client may be abandoning valuable IP

rights. This presents a Hobson's choice: either create a record potentially

damaging to the patent property or abandon one's rights altogether.

Lastly, AIPLA recognizes that the New Rules in theory present a third

option in that they permit applicants to petition for additional continuations.

However, in the comments to the New Rules, the PTO has indicated that there are

very few reasons why a petition to file another continuation would be granted. The

following, for example, are indicated as not, or not likely to be, sufficient:

submitting newly discovered prior art (Response to Comment 85, 72 Fed. Reg. at

46773); amending claims as a result of newly discovered prior art (Response to

Comment 85, 72 Fed. Reg. at 46773); discovering that the Examiner is under a

misunderstanding (Response to Comment 86, 72 Fed. Reg. at 46774); the

Examiner's changing his or her interpretation of the claims (Response to Comment

86,72 Fed. Reg. at 46774); realizing that a limitation in an allowed claim is unduly

limiting to protect a different embodiment or species of the invention (Response to

Comment 90, 72 Fed. Reg. at 46774-75); tailoring claims to better define the

invention with respect to an applicant's product recently discovered to have

become commercially viable (Response to Comment 91, 72 Fed. Reg. at 46775);

tailoring claims to better define the invention after discovering a competing
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product (Response to Comment 91, 72 Fed. Reg. at 46775);11 acqumng the

necessary financial resources (Response to Comment 91, 72 Fed. Reg. at 46775); a

court's determination that the format of a patented claim is improper (Response to

Comment 91, 72 Fed. Reg. at 46775); reassignment by the PTO of the Examiner

for the application (Response to Comment 96, 72 Fed. Reg. at 46776); finding

errors detrimental to applicant made by a practitioner (Response to Comment 97,

72 Fed. Reg. at 46776); and physical disability of the applicant for a lengthy time

during pendency of the application (Response to Comment 100, 72 Fed. Reg. at

46777).

The logical conclusion is that the petition process will not be a viable option

to alleviate the impact on the universe of prejudiced applicants of the retroactive

application of the New Rules. The numerous limitations on an examiner's

discretion to grant such a petition also undermine the PTO's characterization of the

New Rules as procedural. See, e.g., American Bus Ass 'no V. United States, 627

F.2d 525, 529 (D.C. Cir. 1980); Texaco, Inc. V. FPC, 412 F.2d 740, 744 (3d Cir.

1969).

Consequently, the New Rules would cause the loss of rights to patent claims,

and even entire applications, by individuals, universities, and companies who have

relied on existing law when they formulated and implemented their patent

11 But see Kingsdown Med. Consultants, Ltd. v. Hollister Inc., 863 F.2d 867, 874
(Fed. Cir. 1988).
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application strategies. The New Rules also create new and additional duties on

owners of pending patent applications. These new duties collectively would

require applicants to devote extraordinary amounts of time and incur unjustifiably

excessive costs for compliance. Those additional duties did not exist either when

numerous applicants determined what inventive concepts to include in their

applications or when they elected to allow their trade secret property to be

disclosed through publication of pending patent applications. While the PTa may

disagree with the precise cost of these additional duties, no one can deny that the

new Rules would impose new, additional and costly duties on owners of pending

patent applications.

III. TIlE NEW RULES ARE COMPLEX AND PERVASIVE, EFFECT
DRASTIC CHANGE IN EXISTING LAW, HAVE SIGNIFICANT
RETROACTIVE IMPACT AND ENGENDER CONFUSION AND
CONTROVERSY

Courts, including a predecessor of this Court, have identified a series of

pragmatic touchstones that may be helpful in determining whether a rule is a

substantive regulation. See, e.g., Gosman v. United States, 573 F.2d 31,39 (CL Cl.

1978) (Davis, 1.) (collecting cases). One of the cases cited with approval in

Gosman was Continental Oil Co. v. Burns, 317 F. Supp. 194 (D. Del. 1970), which

listed the following benchmarks: "(I) the complexity and pervasiveness of the

rules issued, (2) the drastic changes effected in existing law by the rules, (3) the

degree of retroactivity and its impact and (4) the confusion and controversy
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engendered by practical difficulties of compliance with the new rules." 317 F.

Supp. at 197. AIPLA believes these benchmarks also are useful here to show how

the cumulative effect of the New Rules reflects their substantive character.

First, the New Rules are complex and pervasive. The PTO concedes a

"backlog of more than 700,000 unexamined patent applications in 2006." PTO

Brief at 5. Moreover, the PTO's statistics about agency backlog disclose that

there are currently more than 760,000 pending applications awaiting a first office

action and thus subject to the New Rules pertaining to claim limitations, in

addition to the multitude of applications in later stages of prosecution filed in good

faith based on century-old continuation practice. The "complexity" of the Rules

arises in part from the confusion caused as applicants attempt to identify claims,

embodiments and inventions that should be prosecuted if the New Rules go into

effect and those that should be abandoned,12 and in efforts to identify the systems

needed to comply with the New Rules. The "complexity" of the New Rules also

arises in part from confusion about how to comply with New Rule 265. GSK Brief

at 49-51.

Second, the changes effected in existing law by the New Rules would be

drastic. Under current practice, as a general proposition, applicants are not subject

12 See, e.g., Dkt. #s 110, 112, 119, 140, 171, 173, 175-77, 179-82, 193, 195, 196,
198-200,203,204,206,220-25,230,230 in No. 1:07cvl008 (amicus briefs).
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to an arbitrary limitation on the number of continuations, continuations-in-part,

RCEs and claims to fully capture their invention, as long as they pay the required

fees. Proposed Rules 78 and 114 would change existing law by limiting applicants

as a matter of right (and as a practical matter) to only two continuations or

continuations-in-part plus an RCE. Proposed Rule 75 would, among other things,

change existing law by limiting applicants to a maximum of five independent

claims and a total of 25 claims in any of those applications, although they alrcady

have paid the fees for additional claims. The draconian impact of those changcs,

espccially when it is recognized that they function as a unitary package, is set forth

in the record created by GSK and Tafas and the many amicus briefs filed in

support of their motions for summary judgment.

Third, the New Rules apply retroactively to patent applications filed before

their effective date. Under Landgraf v. USI Film Prods., 511 U.S. 244, 269

(1994), a statute is retroactive if, among other things it (I) "would impair rights a

party possessed when he acted" or (2) "impose new duties with respect to

transactions already completed." Owners of pending patent applications have

sufficient "rights" such that the New Rules "impair rights" in pending patent

applications that existed when the owners acted. Landgraf, 511 U.S. at 280. The
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current "bundle of rights,,13 defined by a patent application meets and exceeds

those found to make trade secrets property in Ruckelshaus.

The new Rules unquestionably would impair rights a patent owner possessed

when it acted by (a) filing a patent application containing trade secret property and

(b) allowing the application to be published with the consequent loss of that

property. GSK Brief at 52-53. And they would impact millions of pending

applications. The Henriksen court's closing observation was prophetic:

The action of the board [in limiting § 120 to three
continuations] is akin to a retroactive rule change which may have the
effect of divesting applicants of valuable rights to which, but for the
change in Patent Office position brought about by the board's
decision, they were entitled. Nothing appears in the Patent Office
Rules of Practice or the Manual of Patent Examining Procedure which
sanctions such a result.

399 F.2d at 261-62 (emphasis added).

Fourth, turning to "confusion and controversy engendered by practical

difficulties of compliance," the New Rules have been controversial from the outset.

"[T]he PTO received hundreds of written comments, many of which expressed

13 Patent applications are assignable. 35 U.S.C. § 261. An applicant subjected to
a secrecy order on a patent application can apply for compensation for the damage
caused by the order of secrecy - while the patent application was pending. 35
U.S.c. § 183. Under 35 U.S.c. § I54(d), patent owners have the right to recover
reasonable royalties for infringement that occurred during the period between
publication of a patent application and its issuance as a patent, subject to certain
conditions. !d. Patent applications also have been treated as property in several
other contexts. See, e.g., Commissioner v. Stephens-Adamson Mfg. Co., 51 F.2d
681 (7th Cir. 1931); In re Myers- WolfMfg. Co., 205 F. 289 (3d Cir. 1913).
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disapproval ...." JA6. More than 20 amicus briefs on behalf of numerous

individuals and businesses across the spectrum of industry were filed below in

support of GSK and Tafas. The New Rules have created confusion, at least with

respect to how to comply with the ESD rule. And the parties and amici have

shown the enormous costs and other practical difficulties of compliance with the

New Rules.

IV. CONCLUSION

In view ofthe foregoing, amicus curiae American Intellectual Property Law

Association respectfully requests that the Court affirm the judgment of the district

court.
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