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*1 Herbert Dubno petitions the Conm ssioner under 37 CFR 8§ 1.183 to
suspend rule 1.765(d) to pernmit consideration of his third-party
protest to a patent term extension application.

Backgr ound

Petitioner filed a protest under 37 CFR 8 1.291 on April 10, 1989.
The protest was against a patent term extension application which
petitioner alleged to be inconplete or erroneous. The protest papers
were returned w thout consideration on April 12, 1989 pursuant to 37
CFR 8 1.765(d). Petitioner filed this petition on April 24, 1989,
seeki ng suspension of 37 CFR § 1.765(d) claimng extraordinary
ci rcumst ances.

Opi ni on

Petitioner contends that 35 U.S.C. § 156, which provides for patent
term extensi on, does not bar third-party intervention or protest.
However 37 CFR 8§ 1.765(d) prohibits such protests:

(d) The duty of disclosure pursuant to this section rests on [the
patent owner or its agent, on each attorney or agent who represents the
pat ent owner and on every other individual who is substantially
i nvol ved on behal f of the patent owner] and no subm ssion on behal f of
third parties, in the formof protests or otherwise, will be considered
by the O fice. Any such subm ssions by third parties to the Ofice wll
be returned to the party making the subm ssion, or otherw se di sposed
of, without consideration by the Ofice.

Section 1.765(d) states there is no third-party participation in a
patent term extension. However, 37 CFR § 1.183 allows for the
suspensi on or waiver of the rules "in an extraordi nary situation, when
justice requires”. Pursuant to 37 CFR &8 1.183 petitioner contends that
there are extraordinary circunstances warranting suspensi on or waiver
of the prohibition against protests by third parties in this case.

The extraordinary circunstances petitioner relies upon are:

1. Unique circunstances under which Applicant is attenpting to
extend the term of the patent which does not cover specifically the
conmposition which Applicant clains to be the basis for the regulatory
revi ew del ay, but rather a component of the conposition which was not



subj ect to that delay; and

2. the collateral effort by Applicant to cover the conposition
utilized as a basis for the application in a further patent application
whi ch may extend a nonopoly through two patent |ives.
These circunstances appear to go to the nerits of petitioner's protest.
Assumi ng these contentions are true, they fall within the scope of the
facts reviewed in naking the determination on patent term extension
eligibility. Accordingly, no extraordinary situation has been shown
which justifies a waiver of § 1.765(d). Further, a waiver of the rule
woul d not be justified in view of the intent of the |egislation and
rules to make patent term extension an ex parte proceedi ng w thout
third-party participation.

*2 The patent term extension |egislation provides for extensions when
a very specific set of criteria have been fully net. If those criteria
are not nmet, a patent is not eligible for extension. The criteria and
procedures set out in the statute are designed to guard agai nst the
ci rcunstances petitioner appears concerned about. Anobng the
requirements of 35 U.S.C. § 156 is subsection (d)(4) which provides:

(4) An application for the extension of the termof a patent is

subj ect to the disclosure requirenents prescribed by the Comm ssioner
The disclosure requirements are set out in 37 CFR §8 1.765(d). The duty
of disclosure falls squarely on the shoul ders of the patent hol der and
his agents. It does not contenplate disclosure by "interested" third
parties.

The rules track the statutory intent of providing a closely
circunscribed procedure for obtaining a patent term extension. The
statute only allows for third-party participation before the
appropriate Secretary charged with determ ning the regulatory review
period. See 35 U.S.C. § 156(d)(2)(B)(ii).

The ex parte nature of the matter before the Conm ssioner is stated
in 35 US. C § 156(e)(1):

A determination that a patent is eligible for extension may be nade
by the Comnmi ssioner solely on the basis of the representations
contained in the application for the extension...

The ex parte nature of the proceedings are also reflected in H Rep. No.
857, 98th Cong., 2d Sess., Part 1, 42-43 (1984), reprinted in 1984
U. S. Code Cong. & Admi n. News 2647, 2675-76

The Conmi ssioner's decision regarding a patent's eligibility for
extension under the rules of section 156(a) may be based solely on the
i nformati on contained in the application. The burden is on the
applicant to show that all patents which are relevant to the
eligibility determi nation have been consi dered and do not prevent the
request ed extension.

Wil e the Comm ssioner woul d be responsible for evaluating the
applicant's determ nation regarding the patents listed in the
application, the Commttee expects that npst reviews woul d be
mnisterial in nature. Since the applicant is under a duty to disclose
all relevant information (see section 156(d)(4)), the application
shoul d be so well docunented that a substantive review by the
Conmmi ssi oner woul d usually not be necessary.

I n discussing section 156(d), the House Report provides:

To obtain an extension, the patent owner or its agent would submt
an application to the Conmi ssioner of Patents and Trademarks within 60
days of approval of the approved product. The application would contain



the information described in subparagraphs (A)-(GQ of section

156(d) (1). The applicant would be subject to any disclosure

requi renents prescribed by the Comm ssioner. The Comrittee expects that
those requirements woul d subject the applicant to at | east the sane
duty of disclosure, and the penalties and | oss of rights for violation
of the duty of disclosure, which governs all patent application
proceedi ngs before the Patents and Trademarks Office.

*3 1d. at 2674.

A waiver of the rules in the present case to pernit a third party
submi ssi on would not be justified in view of the intent of the
| egi slation and rules to make patent term extension essentially an ex
parte proceedi ng. Further, the circunstances set forth in this petition
do not rise to the level of extraordinary in that they fall clearly
within the scope of the deternination made based upon the face of the
application in conjunction with the duty of disclosure.

In light of the foregoing, the protest filed by petitioner on Apri
10, 1989 is an inproper subm ssion under 37 CFR § 1.765(d). Further
petitioner has not set forth an extraordinary situation sufficient to
warrant waiver of 37 CFR § 1.765(d). The petition is DEN ED
12 U.S.P.Q 2d 1153
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