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Disclaimer

These materials have been prepared solely for educational and

entertainment purposes to contribute to the understanding of U.S. intellectual

property law. These materials reflect only the personal views of the authors and

are not individualized legal advice. It is understood that each case is fact

specific, and that the appropriate solution in any case will vary. Therefore, these

materials may or may not be relevant to any particular situation. Thus, the

authors and Finnegan, Henderson, Farabow, Garrett & Dunner, LLP (including

Finnegan Europe LLP, and Fei Han Foreign Legal Affairs Law Firm), GILEAD

SCIENCES, and MERCK SHARP & DOHME, cannot be bound either philosophically or

as representatives of their various present and future clients to the comments

expressed in these materials. The presentation of these materials does not

establish any form of attorney-client relationship with these authors. While every

attempt was made to ensure that these materials are accurate, errors or

omissions may be contained therein, for which any liability is disclaimed.
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• Types of double patenting:

• Same-invention.

• Obviousness-type.

• Doctrine of obviousness-type double patenting:

• To prevent the “unjustified extension of patent 

exclusivity beyond the term of a patent.”
• Expectation of public that upon the expiration of the patent 

it will be free to use the claimed invention and obvious 

modifications or variants.

• To prevent the possibility of multiple suits against an 

accused infringer by different assignees of patents 

claiming patentably indistinct variations of the same 

invention

Double Patenting
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Double patenting focuses on claims of two or more pre-AIA and

AIA patents or applications that:

• have at least one common inventor,

• have a common applicant, 

• are commonly assigned/owned, or

• are subject to a joint research agreement as set forth in pre-AIA 

35 U.S.C. 103(c) or AIA 35 U.S.C. 102(c). 

• At time of invention (pre-AIA) or time of filing (AIA).

• See also, 37 C.F.R. § 1.321, MPEP 1504.06.

MPEP 804 Definition of Double Patenting
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• Grounds for examiner rejection during prosecution; and

• Grounds for allegation of invalidity in litigation.
• PTAB said is NOT a ground of unpatentability in Post-Grant Proceedings (CBM2013-00021, Paper 13, at 25 (Oct. 8, 

2013)).

• ODP rejections/allegations:  claims in a later-expiring patent or application* are 
patentably indistinct from claims in an earlier-expiring patent or application.*

* Provisional (v. actual) ODP rejection is one involving two pending applications.  See MPEP § 804.  

• “A patent issuing on an application with respect to which a requirement for 
restriction under this section has been made . . . shall not be used as a reference 
either in the [PTO] or in the courts against a divisional application or against the 
original application or any patent issued on either of them.” 35 U.S.C. § 121.

• Can only file TD if common owner. 

ODP Rejections 

and Bases For Invalidity
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1) Is the same invention claimed twice?  This inquiry focuses on 

the scope of the claims. If the answer is yes, then the proper 

rejection is under 35 U.S.C. §101.

2) If the answer is no, that is, one claimed invention is of a 

broader scope than the other, then the court must determine 

if one claim recites merely an obvious variation of the other.

In re Goodman, 11 F.3d 1046 (Fed. Cir. 1993) 

Two-step Analysis For Double Patenting
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Setting the Stage for Change

• Gilead Sciences, Inc. v. Natco Pharma Ltd., 753 F.3d 1208 (Fed. 
Cir. 2014)

• Prior to Gilead, double patenting was based on which patent issued 
first, and invalidated only the second-issued patent.

• Gilead Issue: Can a patent that issues after but expires before another 

patent qualify as a double patenting reference for that other patent?

― YES!

10

Expiration date 
(rather than issue 
date) should be 
considered when 
determining which 
patent is the 
“earlier” patent for 
OTDP analysis.



Gilead (con’t)

Gilead Reasoning:

• “The prohibition against double patenting is a longstanding 
doctrine of patent law. It is based on the core principle that, in 
exchange for a patent, an inventor must fully disclose his invention 
and promise to permit free use of it at the end of his patent term.” 
Gilead at 1212 (emphasis added).

• “[L]ittle import” to the fact that the ’483 patent issued first.  Prior 
cases looked to “issue dates” because they “previously served as a 
reliable stand-in for the date that really mattered—patent 
expiration.”  

• Focusing on the date of issue could lead to “gamesmanship during 
prosecution” (i.e., by arranging for app. with latest filing date to 
issue first).
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Pre- and Post-URAA Patents

• AbbVie Inc. v. Kennedy Inst. of Rheumatology, 764 F.3d 1366 
(Fed. Cir. 2014)

• OTDP issue on appeal:  For applications filed after the 1995 URAA Act, 
can an applicant choose to file separate applications for overlapping 
subject matter and claim different priority dates without running afoul 
of OTDP? 

• Genus: ’766 patent claims a method of treating RA by co-administering 
anti-TNFα antibody and MTX.

• Species: ’442 patent claims a method of treating an individual suffering 
from RA whose active disease is incompletely controlled despite already 
receiving MTX (i.e., particularly sick patients).
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• Asserted claims of ’442 patent invalid over the ’766 patent claims for 
OTDP.

• Making explicit what was implicit in Gilead: ODTP continues to apply, 
even to patents that were filed after the 1995 URA Act, where two 
patents that claim the same invention have different expiration dates. 

• The ’442 patent merely claimed a known utility of the ’766 patent.

No T.D. Filed

Abbvie (con’t)

(~4 years + ~2 years PTA)
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• Merck & Co. v. Hi-Tech Pharmacal Co., 482 F.3d 1317 

(Fed. Cir. 2007)

― PTE not foreclosed by TD. Calculate PTE from the TD expiration date.

― PTE applied AFTER TD.

― Distinguished PTA which has statutory language prohibiting PTA past TD.

Pre-Ezra ODP and PTE
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• Magna Elecs., Inc. v. TRW Auto. Holdings Corp., No. 1:12-cv-654 (W.D. 

Mich, Dec. 10, 2015)

• Optical system for controlling car high beam headlamps
― Both patents recite control systems, with variations in data processing techniques.

• Patents have same priority, term differed due to PTA
― ‘149 patent filed first and issued first; accrued PTA
― ‘786 (CON) filed later and issued later; no PTA.

• ODP used to override statutory grant of PTA under 35 U.S.C. §154.
• Case dismissed Feb. 5, 2016.

Pre-Ezra ODP and PTA
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• First issued ‘471 patent pre-URAA and entitled to 17-year patent term.  
• Second issued ‘444 patent post-URAA, term is 20 years from filing.
• Claims of both patents to generic TNF Abs; conceded not patentably distinct.
• DC granted summary judgment of invalidity of ‘471 patent for ODP in light of 

the ‘444 patent.
• Applied Gilead.

Pre-URAA and Post-URAA Patents

Janssen Biotech, Inc v. Celltrion Healthcare Co. Inc., 210 F.Supp.3d 278 
(D. Mass. Sept. 28, 2016)
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Pre-URAA and Post-URAA Patents

Janssen’s arguments in CAFC brief:

No gamesmanship: Janssen’s situation arose from a change in law (GATT) rather than 

gamesmanship (in Gilead, two separate chains of applications were filed having different priority 

dates).

The district court’s decision is at odds with Congress’s decision to maintain 17yr terms for pre-

GATT cases.

Appeal vacated on Jan. 23, 2018 as moot in view of companion Federal Circuit decision.

Gilead

Janssen
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• “The parties dispute whether the ’781 qualifies as a double patenting reference because 
it expired before the ’353 patent.”

• “Under the particular circumstances, the oddity of using the ’781 patent as a reference 
patent to cut short the ’353 patent's (the first issued parent patent) term of exclusivity 
is rejected. This is not an instance of a patentee seeking to extend the patent term with 
‘sequential’ applications. The ’353 patent is not invalid for double patenting.”

• No ODP where patentee was not attempting to extend patent term.

Merck Sharp & Dohme Corp. v. Teva Pharms. USA, Inc., 
217 F.Supp.3d 782 (D. Del. Nov. 16, 2016)
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Novartis AG v. Ezra Ventures, 

909 F.3d 1367 (Fed. Cir. 2018)

Feb. 2014

‘229 original 
expiration date

Sept. 2017

‘565 expiration 
date

Feb. 2019 

‘229 PTE 
expiration date

compound 
fingolimod 

patent

method of 
using 

fingolimod

• Ezra filed ANDA related to Gilenya®.

• Ezra moved for judgment on the pleadings that the ‘229 patent is 

invalid or otherwise terminally disclaimed for time past expiration 

date of ‘565 patent.

• D.C. Del. (Stark): Denied motion.
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District Court Judgment

The district court found:

― the '229 patent valid, unexpired, and enforceable 

with the PTE,

― infringement of the '229 patent,  and 

―imposed an injunction on Ezra's ANDA product until 

the expiration of the '229 patent in 2019.

• Ezra appealed the statutory construction of §156 

and the ODP holding.

20



Federal Circuit
Reminder of the timeline:

21



Federal Circuit (con’t)

• Affirmed construction of §156.

• “Although §156 recognizes that a patent owner may own multiple patents relating to a 

product, a method of using that product, and/or a method of manufacturing the 

product, nothing in the statute restricts the patent owner's choice for patent term 

extension among those patents whose terms have been partially consumed by the 

regulatory review process.”

• “Here, only the '229 patent was selected and then legally extended with a certificate 

of extension … . That the method of the '565 patent cannot be practiced during the 

'229 patent's extended term is a permissible consequence of the legal status conferred 

upon the '229 patent by § 156.”

• “Congress chose not to limit the availability of a patent term extension to a specific 

patent and instead chose “a flexible approach which gave the patentee the choice.” … 

As long as the requirements for a patent term extension recited in § 156(a) are met, 

the Director of the Patent and Trademark Office “shall” grant a PTE on the patent of 

patentee's choice.”
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Federal Circuit (con’t)

• Affirmed ODP holding.

• “We conclude, as a logical extension of our holding in Merck & Co. v. Hi-Tech 

Pharmacal Co. [PTE not foreclosed by TD], that obviousness-type double patenting 

does not invalidate a validly obtained PTE” when the PTE causes a patent to expire 

after an allegedly patentably indistinct patent.

• “if a patent, under its pre-PTE expiration date, is valid under all other provisions of 

law, then it is entitled to the full term of its PTE.”

• No gamesmanship issue as in Gilead. “But for the § 156 PTE, the '229 patent would 

have expired before the '565 patent.3 So there is also no concern that Novartis, once 

its '229 patent issued, sought to subsequently “secur[e] a second, later expiring patent 

for the same invention” as in Abbvie[.]”

• “[A}greeing with Ezra would mean that a judge-made doctrine would cut off a 

statutorily-authorized time extension. We decline to do so.”
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Novartis Pharms. Corp. v. Breckenridge Pharm. Inc., 

909 F.3d 1355 (Fed. Cir. 2018)

U.S. Pat. 5,665,772 
Claims directed to 
rapamycin.

U.S. Pat. 6,440,990 
(divisional of ‘772) 
Claims directed to 
derivative of 
rapamycin, everolimus, 
and include all 
limitations of various 
claims of the ‘772 
patent.

DC: ‘990 is a proper double-patenting 
reference for the ‘772 patent and the 
‘772 claims are invalid for ODP. 
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Quotable Quotes

DC: 

― “I see no reason why such a patent term extension would protect a 
patent from a double patenting challenge.”

― “Neither Gilead nor AbbVie held that gamesmanship is required. A 
patentee can obtain an unjustified extension of patent rights 
without engaging in gamesmanship simply by seeking two patents 
on the same invention, as the patentee did here.  The only 
relevant issue is the earlier expiration date of the ‘990 patent, as it 
is the extension of the period of exclusivity by virtue of the ‘772 
patent’s later expiration date that violates the principles 
underlying the double patenting prohibition. The patentee’s 
motives are not relevant.”
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Federal Circuit

Reminder of timeline:
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Federal Circuit (con’t)

Reversed.

―“This appeal presents a narrow legal question: 

can a post-URAA patent that issues after and 

expires before a pre-URAA patent qualify as a 

double patenting reference against the pre-

URAA patent? We conclude under the 

circumstances of this case that it cannot. 

Therefore, the district court erred in using the 

'990 patent as a double patenting reference 

for the '772 patent.”
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Federal Circuit (con’t)

Reversed (con’t).

― Gilead does not apply.

― “Gilead addressed a question that is not applicable here. 

In Gilead, we concluded that, under the circumstance 

where both patents were post-URAA, a patent that issues 

after but expires before another patent can qualify as a 

double patenting reference against the earlier-issuing, 

but later-expiring patent. … Here, however, Novartis 

owns one pre-URAA patent (the '772 patent) and one 

post-URAA patent (the '990 patent), and the 17-year term 

granted to the '772 patent does not pose the unjustified 

time extension problem that was the case for the 

invalidated patent in Gilead.”
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Federal Circuit (con’t)

Reversed (con’t).

― Gilead does not apply.

― “the present facts do not give rise to similar patent 

prosecution gamesmanship because the '772 patent 

expires after the '990 patent only due to happenstance of 

an intervening change in patent term law. …Thus, the 

current situation does not raise any of the problems 

identified in our prior obviousness-type double patenting 

cases. At the time the '772 patent issued, it cannot be 

said that Novartis improperly captured unjustified patent 

term. The '990 patent had not yet issued, and the '772 

patent, as a pre-URAA patent, was confined to a 17-year 

patent term.”
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Federal Circuit (con’t)

Reversed (con’t).

―AbbVie does not apply either because involved 

two post-URAA patents.

― “AbbVie is distinguishable from the situation here 

because it not only involved two post-URAA patents, but 

also because the earlier-filed patent had an earlier 

issuance date and earlier expiration date.”
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Federal Circuit (con’t)

Reversed (con’t).

― “In this particular situation where we have an earlier-filed, earlier-

issued, pre-URAA patent that expires after the later-filed, later-

issued, post-URAA patent due to a change in statutory patent term 

law, we decline to invalidate the challenged pre-URAA patent by 

finding the post-URAA patent to be a proper obviousness-type double 

patenting reference. Instead, we apply our traditional, pre-URAA 

obviousness-type double patenting practice, …we use the '772 

patent's issuance date as the reference point for our obviousness-type 

double patenting analysis. …. Under this analysis, the '990 patent is 

not a proper obviousness-type double patenting reference for the '772 

patent. When the '772 patent issued, the '990 patent had not yet 

issued and thus did not exist as a double patenting reference against 

the '772 patent.”

31
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Federal Circuit (con’t)

Reversed (con’t).

― “to require patent holders to truncate any portion of the statutorily-

assigned term of a pre-URAA patent that extends beyond the term of 

a post-URAA patent would be inconsistent with the URAA transition 

statute.”

― “The fact that the law for the term of a patent changed, resulting in 

the later-issued '990 patent having an earlier expiration date than it 

would have pre-URAA should not affect the '772 patent's statutorily-

granted 17-year patent term. Rather than Novartis receiving a 

windfall with a 17-year term for its '772 patent, its '990 patent's term 

was truncated by the intervening change in law. To find that 

obviousness-type double patenting applies here because a post-URAA 

patent expires earlier would abrogate Novartis's right to enjoy one 

full patent term on its invention.”
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• Appealing PTAB reexaminations finding claims of four related patents 
with PTA invalid for ODP.

• Issues on appeal:

• 1. Whether PTA should be treated the same as PTE for ODP.

• 2. Whether ODP applies where PTA is the only reason for the later 
expiration over a related patent.

• 3. Whether ODP created a “substantial new question” for 
reexamination. 

In Re: Cellect, LLC
Appeal Nos. 2021-005046, 005258, 005302, 005303
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Related Proceedings

• District court litigation

• Cellect, LLC v. Samsung Electronics Co., Ltd. et al, 1-19-cv-00438 (DCO)

― Alleges infringement by Samsung tablets and smartphones.

― Filed after expiration of 2 asserted patents, less than 1 year before others expired

― Stayed pending reexaminations.

• Related IPRs by Samsung

• Samsung Electronics Co., Ltd. et al v. Cellect, LLC IPR2020-00568, 569, 571, 572, 565, 566, 567, 

562, 563, 564, 559, 560, 561, 472, 473, 474

― None instituted

• Third Party Reexaminations filed by Samsung.

• 90/014,453, 90/014,454, 90/014,455, 90/014,457

― Basis for current Federal Circuit appeal.
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Cellect’s Patents

U.S. Patent No. 6,982,742

•42. In a PDA having capability to transmit and receive 
data…, the improvement comprising:

•a video system integral with said PDA for receiving 
and transmitting video images and for viewing said 
images, said video system comprising:

•a camera module…;

•a transceiver radio module…; and

•a video view screen attached to said PDA...

U.S. Patent No. 6,424,369

•49. In a PDA having capability to transmit data 
between … , the improvement comprising:

•a video system integral with said PDA…:

•a camera module…; and

•a video view screen attached to said PDA.….

U.S. Patent No. 6,452,626

•1. In a wireless telephone for conducting wireless 
telephonic communications, the improvement 
comprising:

•a video system integral with said telephone …;

•a camera module…;

•a video monitor attached to said wireless phone….

U.S. Patent No. 7,002,621

•33. In a video telephone… , the improvement 
comprising:

•a camera module... including an image sensor housed 
therein and lying in a first plane… and a transceiver 
radio element communicating with said image sensor 
for wirelessly transmitting said pre-video signal.
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Cellect’s Patents and PTA
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District Courts on ODP and PTA

• “Gilead is indistinguishable from this case for purposes of deciding 
whether the doctrine can apply here.”

2014 Magna (W.D. Mich.):  PTA subject to ODP

• “[A]s in Ezra, ‘[t]his case does not raise the traditional concern with 
obviousness-type double patenting of a patent owner extending his 
exclusive rights….’

2021 Mitsubishi (D.N.J.):  PTA not subject to ODP

• “A difference in expiration dates between two patents that arises solely 
from a statutorily authorized time extension, such as a patent-term 
adjustment pursuant to 35 U.S.C. § 154(b) or a patent-term extension 
pursuant to 35 U.S.C. § 156, cannot be the basis for an application of 
ODP.

2021 Amgen (D.N.J.): PTA not subject to ODP
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• “[D]ouble patenting should be considered after any PTA is applied.…” 

Cellect Reexaminations

 PTAB:  Patents with PTA invalid based on ODP over related 
family
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PTAB:  Because a TD is applied after PTA, so too ODP is applied after PTA

• [1] PTA only possible before TD because “the statute itself is clear that unlike a PTE under§ 156, a 
PTA under§ 154 shall not extend the term of a patent past the date of any terminal disclaimer”

― 35 USC § 154(b)(2)(B):  “No patent the term of which has been disclaimed beyond a specific 
date may be adjusted under this section beyond the expiration date specified in the 
disclaimer”

• [2] “[G]iven that terminal disclaimers arise almost exclusively to overcome obviousness-type double 
patenting, Congress expressly addressing terminal disclaimers in § 154 is tantamount to addressing 
obviousness-type double patenting.

• [3] “[W]e hold that the statutory rule for terminal disclaimers in § 154 is directly relevant to double 
patenting and we apply that same rule to double patenting as a logical extension.”

― → TD and ODP are necessarily after PTA

Cellect Reexaminations
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PTAB:  Because a TD is applied after PTA, so too ODP is applied after PTA

Cellect Reexaminations

20-year term Terminal 
Disclaimer

• ODP evaluated

PTE

• Added onto TD 
date

1) For PTE, apply ODP and TD first then extend term (Novartis)

20-year term PTA

• Added to original 
term

Terminal 
Disclaimer

• ODP evaluated

2) For PTA, adjust term first then apply TD and ODP (PTAB)
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PTAB:  Application of ODP after PTA is equitable

• “[T]he Federal Circuit is unambiguous [in Boehringer v. Barr, 592 F.3d 1340 (Fed. Cir. 2010)] 

that the inequity here is Appellant's enjoyment of a second patent's term beyond the 

expiration of the first patent.”

• “Appellant also never addresses preserving the public's right [addressed in Gilead] to make 

what is covered by the earlier patent after it expired.”

• “[I]nvalidating the challenged claims of a second patent (or third, fourth, and fifth patents in 

the case of the numerous related reexaminations here) does not take away Appellant's right 

to enforce its first patent.”

Cellect Reexaminations
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• PTAB Not Persuaded by Mitsubishi

• See earlier Magna district court decision, apply ODP to PTA.

• Mitsubishi discussion of §154 v. §156 limited to one footnote.

• Not clear that Mitsubishi considering the right facts. 

• In Mitsubishi, the challenged patent issued before the reference patent; opposite 

to the present case.

Cellect Reexaminations
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Cellect Appeal

• Cellect Opening Brief

• PTA not “improper timewise extension” subject to ODP

― PTA should be treated like PTE per Novartis

• PTAB misconstrues §154 

― PTAB reading effectively precludes PTA for related patent

― Improper to equate TD with ODP
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Cellect Appeal

• Cellect Opening Brief

• PTAB using “a judicially created doctrine to eliminate Congress' 

compensation to patent owners for administrative delays that 

interfere with the foundational quid pro quo of patent law”

• Patents at issue do no implicate “unjust extension” addressed by ODP

― PTA is congressional guarantee of patent term

― No evidence of purposeful manipulation justifying ODP

• PTAB invalidation left Cellect no opportunity to cure

― Post-issuance, could not decline / dedicate PTA to preserve validity
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Formulation and  Method of  Treatment Claims

• Boehringer Ingelheim Pharms., Inc. v. Mylan Pharms., Inc., 2020 

U.S. App. LEXIS 8393 (Fed. Cir. 2020) (unpublished)

• Boehringer’s patents relate to treatment of type 2 diabetes with DPP-

IV inhibitors such as linagliptin. 
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Formulation and  Method of  Treatment Claims

• Boehringer (con’t)

• ‘859 patent claim 14. An oral tablet formulation comprising 

[linagliptin] in an amount of 2.5 mg or 5 mg optionally in combination 

with metformin, and a pharmaceutically acceptable carrier or diluent.
― Claim 15. The oral tablet according to claim 14, containing 500 mg to 1000 

mg metformin.

• '927 patent claim 1. A method of treating type II diabetes mellitus 

comprising administering to a patient in need thereof a 

pharmaceutically effective oral amount of [linagliptin], and a 

pharmaceutically effective amount of metformin, which is from 300 mg 

to 1000 mg once or twice a day, or delayed-release metformin in a 

dose of 500 mg to 1000 mg once or twice a day or 500 mg to 2000 mg 

once a day.
― Claim 7. The method according to claim 1, wherein the [linagliptin] is 

administered in an oral dosage of 2.5 mg or 5 mg.
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DC: Claims Invalid for ODP

• Boehringer (con’t)

• Boehringer’s ‘541 patent claims: 
― “A pharmaceutical composition comprising [linagliptin] and metformin.”
― “A method of treating type II diabetes mellitus comprising administering to 

a patient in need thereof a pharmaceutically effective amount of 
[linagliptin], and metformin.

• DC: Claims invalid for ODP. 
― “Apart from the dosages of both linagliptin and metformin, and the oral 

administration of the drugs, there are no differences between the 
reference claims and the asserted claims.”

― Not patentably distinct. 

• FC: Affirmed without independent double-patenting analysis. 

See https://www.finnegan.com/en/insights/blogs/prosecution-first/a-non-precedential-case-study-federal-circuit-says-district-court-did-not-clearly-err-
in-holding-dosing-patent-invalid-based-on-obviousness-and-obviousness-type-double-patenting.html
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Formulation and  Method of  Treatment Claims

• Ex parte Mitani, Appeal No. 2020-004647 (P.T.A.B. Mar. 21, 2021)

• Compound claim of App. No. 14/749,966 invalid for ODP over U.S. 8,283,465.

• Examiner determined that, “one skilled in the art would be able to make 

similar compounds by making isomers of the known compound. The 

motivation would be to prepare similar compounds that are 

pharmacologically active compounds that have the same utility.” 

• Appellant did not argue err in obviousness analysis but rather that the 

Examiner issued an improper Markush group rejection which should be 

treated as a divisional application, which makes the ODP rejection improper.

• PTAB: Affirmed rejection. 
• “§ 121 only applies to a restriction requirement that is documented by the PTO in 

enough clarity and detail to show consonance.” 

• No documented restriction requirement identified.
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Compound and Composition Claims

• Onyx Therapeutics, Inc. v. Cipla Ltd., 2020 U.S. Dist. LEXIS 80164 (D.Del. 

May 4, 2020)

50

U.S. 7,417, 042 filed 
Aug. 8, 2005

U.S. 7,417, 042 
issued Aug. 26,2008

U.S. 7,417, 042 
expires July 20, 2026

Inventors: Smyth, Laidig. Compound claims 23 and 24.

U.S. 8,207,125 filed Dec. 22, 
2011 (priority April 15, 2004)

U.S. 8,207,125 expires April 
14, 2025. 

Inventors: Smyth, Laidig. Compound claim 1 and composition claim 25.



Compound and Composition Claims

• Onyx Therapeutics, Inc. v. Cipla Ltd., 2020 U.S. Dist. LEXIS 80164 (D.Del. 

May 4, 2020)
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U.S. 6,831,099

filed May 11, 2000

U.S. 6,831,099 
issued Dec. 14, 2004

Inventors: Crews, Elofsson, Splittgerber, Sin, Kim. Compound claim 15



Reference Patent Did Not 

Render Claims Obvious

• Onyx Therapeutics, Inc. v. Cipla Ltd., 2020 U.S. Dist. LEXIS 80164 (D.Del. 

May 4, 2020)

• DC: Cipla’s claim that claims 23 and 24 of the ‘042 patent and claim 1 

of the ‘125 patent are invalid for ODP fails.

― “Cipla would have to demonstrate that a POSA would have been motivated 

to modify YU-101 … to arrive at the structure of carfilzomib.” … Cipla has 

failed to prove that carfilzomib was obvious.”
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No Common Ownership

• Onyx Therapeutics, Inc. v. Cipla Ltd., 2020 U.S. Dist. LEXIS 80164 (D.Del. 

May 4, 2020)

• DC: 

― “While double patenting does not per se require a complete overlap of 

inventors or common ownership, there must be some commonality between 

the earlier and later patents. See In re Hubbell, 709 F.3d at 1148. … It is 

undisputed, and the Court finds, that the '099 Patent does not share any 

common inventors[.]”

― Onyx does not own the '099 Patent; Yale does. 

― Onyx's exclusive license with Yale insufficient. “Cipla points to Onyx's "first right 

to sue for infringement“ . . . Cipla's position ignores the fundamental nature and 

purpose of the non-statutory double patenting doctrine.”

― “The '099 Patent lists different inventors and different assignees/owners than 

the Compound Patents and, thus, will always constitute § 102 prior art, even 

without invoking the doctrine of OTDP. The Compound Patents are not invalid 

based on OTDP.”
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Formulation Claims

• Onyx Therapeutics, Inc. v. Cipla Ltd., 2020 U.S. Dist. LEXIS 80164 (D.Del. 

May 4, 2020)
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U.S. 7,737,112

filed Dec. 7, 2005

U.S. 7,737,112 
expires Dec. 7, 2027

Inventors: Lewis, Ho, Fonseca. Composition claims 31 and 32.

U.S. 8,207,125 filed Dec. 22, 
2011 (priority April 15, 2004)

U.S. 8,207,125 expires April 
14, 2025. 

Inventors: Smyth, Laidig. Compound claim 1 and composition claim 25.



Reference Patent Did Not 

Render Claims Obvious

• Onyx (con’t)

• DC: ‘112 claim 31 is not invalid for ODP. 

― ‘125 patent is proper reference because expires earlier than ‘112 patent and is 

commonly owned.

― Patentably distinct differences: the carfilzomib of ‘112: specific pH of 3.5, and 

with 10mM citric acid.

― “Even if all the elements of claim 31 of the Formulation Patent were obvious 

and patentably indistinct from the elements of claim 25 of the ‘125 Patent 

(which they were not), Cipla has not shown that the combination as a whole was

obvious. Although claim 25 of the '125 Patent directs a POSA to use a ß-

cyclodextrin, the record does not establish that a POSA would have viewed the 

use of 10% w/v SBECD combined with a pH of 3.5 and 10mM of citric acid as 

resulting in a working formulation. Cipla has failed to present clear and 

convincing evidence that a POSA would have arrived at the exact arrangement 

of the claimed formulation.”
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• Onyx (con’t)

• DC: ‘112 claim 32 is invalid for ODP. 

― Differences: claim 32: (1) is directed at a "pharmaceutical 

composition" (rather than just a "composition"); (2) recites SBECD 

instead of substantiated or unsubstantiated ß-cyclodextrin; and (3) 

requires lyophilization.

― Not patentably distinct.

― well-known process of lyophilization not patentably distinct just 

because “energy-intensive, complex, and expensive.”
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Claim 32 Obvious in Light of Reference Patent



OTHER CASE LAW 

DEVELOPMENTS
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Species/Genus Claims And ODP

UCB, Inc. v. Accord Healthcare, Inc., 890 F.3d 1313 (Fed. 

Cir. 2018), cert. denied (U.S., Feb. 19, 2019)

‘729 

filed

1991

CIP ‘301
filed

genus

1993

‘729 
issued

genus

1995

RE38,551

Eff. Filing 
Date

species

1996

CIP ’301 
issued

genus

1997

CIP’301

expiration

genus

2005

RE38,551 
expiration

species

2022

• The asserted RE’551 patent discloses and claims a species of the genus 
disclosed in the ‘729 patent and CIP ’301 patent.

• DC:  the claims of CIP ’301 patent and RE’551 patent are patentably 
distinct. No ODP.

• FC: Affirmed.
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• Issue:  what is the correct legal test for obviousness-type double patenting?

• Appellants: only the differences between the claims of the ODP reference and the 

claims at issue are to be considered. 

• Appellees: the claims as a whole should be considered, including the commonalities 

between the claims and whether a person of ordinary skill in the art would have been 

motivated to also modify any of those commonalities when modifying the differences 

between the claims

• Federal Circuit:  “We agree with Appellants that the obviousness-type 

double patenting inquiry requires consideration of the differences between 

the claims in the reference ’301 patent and the ’551 patent….  the focus of 

the double patenting analysis entails determining the differences between 

the compounds claimed in the reference and asserted patents and then 

‘determin[ing] whether those differences render the claims patentably 

distinct.’”
― “the claims must be considered as a whole.”

UCB Federal Circuit Decision
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• Issue: Would a POSITA, starting with the genus in the ’301 

patent,  have been motivated to place an unsubstituted benzyl at 

R and an unsubstituted methyl at R1 in combination with the 

methoxymethyl group at R3 with a reasonable expectation of 

success?

• Federal Circuit:  NO. The claims are patentably distinct.

• No reasonable expectation of success or motivation to modify the 

‘301 claims to arrive at the species.

• “Appellants do not cite any authority for the proposition that the 

presumption of an enabled genus of compounds precludes the 

district court from finding that there was no reasonable 

expectation of success of creating a species falling within that 

genus.”

UCB Federal Circuit Decision
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Following UCB

• Takeda Pharm. Co. v. Torrent Pharms. Ltd., 2020 U.S. Dist. LEXIS 

18069 (D. NJ Feb. 4, 2020), aff’d, 844 Fed. Appx. 339 (Fed. Cir. 2021)

• U.S. 7,807,689 patent claim 4. A compound of the formula 

or pharmaceutically acceptable salts thereof. 

Claim 12 compound is a benzoate salt. 

• DC: Claims valid and infringed. 

― “In chemical cases, the double patenting inquiry is not whether a person of 

ordinary skill in the art would select the earlier compound as a lead compound, 

but rather whether the later compound would have been an obvious or 

anticipated modification of the earlier compound. Unlike in an obviousness 

analysis, the underlying patent in the double patenting analysis need not be 

prior art to the later claim.” citing UCB.
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Following UCB and Otsuka

• Takeda (con’t)

• Defendants: claims not patentably distinct from F162, the compound 

disclosed in the '344 patent. 

• DC: Defendants did not show why a chemist would modify F162 to make 

the compounds of claims 4 and 12 with a reasonable expectation of 

success.

― “At no point have Defendants shown that the proposed modification was ‘the 

one, among all the possibilities, that would have been successfully pursued.’“

• FC: Affirmed.

― Torrent did not show a POSITA would have been motivated to modify the 

reference with a reasonable expectation of success.
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REMINDERS
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Common Inventors But Not Common Ownership

In re Hubbell, 709 F.3d 1140 (Fed. Cir. 2013)

• Inventors Hubbell and Schense at CalTech. 

― Research resulted in ‘509 application (earliest priority April 3, 1997), 

patent assigned to CalTech.

• Hubbell and Schense left CalTech to join ETHZ.

― Research resulted in ’685 patent (earliest priority August 27, 1998), 

patent assigned to ETHZ and Universitat Zurich, and issued first.

• Examiner rejected ’509 application based on ODP over ’685 patent 

and Board affirmed.

• FC: Affirmed.

― No common ownership or JRA, so terminal disclaimer not available.

― No two-way obviousness analysis: Hubbell partially responsible for 

delay that caused ’685 patent to issue first.
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• Immunex Corp. v. Sandoz Inc., 964 F.3d 1049 (Fed. Cir. 2020) 

• Patent owner: Hoffmann-La Roche Inc. 

• Exclusive licensee: Immunex Corp.

• Exclusive sublicensee: Amgen Manufacturing, Ltd.

• Immunex obtained FDA approval of Enbrel® in 1998.

• Immunex and Roche then entered into a license to the patent family 

(patents-in-suit had not yet issued).

• Amgen, Inc. acquired Immunex Corp. in 2002.

• Amgen, Inc., Immunex Corp., Roche, and non-party Wyeth entered into an 

agreement that eliminated the obligation to pay royalties to Roche. 

ODP and 

Common Ownership
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• Sandoz asserted that the patents-in-suit (assigned to Roche) were invalid 

for ODP over several patents filed by Immunex. 

• Federal Circuit stated/held that:

• “time of filing” test for common ownership does not apply.

• Roche did not transfer “all substantial rights” to Immunex under the 

Accord & Satisfaction.

• Thus, the Immunex Patents and the patents-in-suit are not “commonly 

owned” and ODP does not apply.

Need Common Ownership

See https://www.finnegan.com/en/insights/blogs/prosecution-first/all-substantial-rights-and-right-to-

prosecute-may-be-informative-for-assessing-obviousness-type-double-patenting-common-ownership-

but-was-not-found-where-assignee.html
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https://www.finnegan.com/en/insights/blogs/prosecution-first/all-substantial-rights-and-right-to-prosecute-may-be-informative-for-assessing-obviousness-type-double-patenting-common-ownership-but-was-not-found-where-assignee.html


Strict Co-pendency Requirement
Ex Parte Sauerberg, 

Appeal 2015-007064 (Jan. 12, 2017)

RR: (1) compounds and

: (2) methods of use

compounds elected 

‘613 patent issued 05-17-11

CON-1 to compounds 
‘016 patent issued 

01-29-13

CON-2 to compounds
‘993 patent issued 

10-08-13

‘016 patent issued 01-
29-13DIV app ‘442

to methods of use
ODP rejection appealed

Examiner rejected 

claims of ‘442 app for 

ODP over ‘613 patent, 

‘016 patent, and ‘993 

patent.

Board affirmed. 
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Ex Parte Sauerberg, 

Appeal 2015-007064 (Jan. 12, 2017)

• § 121 Safe Harbor provisions do not apply -- the ‘993 application was 

not filed “as a result of” the restriction requirement because it was not 

filed during the pendency of the restricted application.

• “The safe harbor provision expressly states that it only applies ‘if 

the divisional application is filed before the issuance of the patent 

on the other application.’”

• Citing G.D. Searle v. Lupin: “We apply ‘a strict test’ for application 

of section 121, ‘[g]iven the potential windfall [a] patent term 

extension could provide to a patentee.’” 
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• “A claim to a method of using a composition is not patentably distinct 
from an earlier claim to the identical composition in a patent disclosing 
the identical use.” See, e.g., Geneva Pharms., Inc. v. GlaxoSmithKline PLC, 
349 F.3d 1373 (Fed. Cir. 2003) (citing In re Byck, 48 F.2d 665 (CCPA 1931)).

• “It would shock one's sense of justice if an inventor could receive a patent 
upon a composition of matter, setting out at length in the specification the 
useful purposes of such composition, manufacture and sell it to the public, 
and then prevent the public from making any beneficial use of such 
product by securing patents upon each of the uses to which it may be 
adapted.”  Geneva, 349 F.3d at 1385.

• ➔ In other words, in evaluating the patentable distinctions between the 
claims at issue, the specification of an ODP reference can be consulted for 
disclosure of utility.

Use Of  Specification In ODP
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Sun Pharm. Indus., Ltd. v. Eli Lilly And Co.

611 F.3d 1381 (Fed. Cir. 2010)

• Original parent application  to ’614 claimed and disclosed only

treatment of viral infections.

• CIP ’614 patent claimed only treatment of viral infections BUT disclosed

both treatment of viral infections and of cancer.

• ‘826 patent claimed and disclosed only treatment of cancer.

No T.D. filed

’614 patent claimed a compound and 
methods of using that compound to 
treat viral infections. 

’826 patent claimed a method of using 
gemcitabine to treat cancer.                 
➔ Invalid for ODP over ‘614 patent 
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• Federal Circuit in Sun explained that whether the specification of an 

earlier patent discloses a single use or multiple uses, that disclosure 

can be used to invalidate a later method claim directed to the 

previously disclosed use(s).

• Explained that, for ODP purposes, specification’s disclosure may be 

used to:

• determine whether a claim “merely define[s] an obvious variation of what is 

earlier claimed” 

• “learn the meaning of the [claim] terms,” and 

• “interpret [] the coverage of [a] claim”  

― citing In re Basell, 547 F.3d 1371, 1378  (Fed. Cir. 2008).

Use Of  Specification – Sun
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Lilly v Teva Parenteral Medicines, 689 F.3d 1368 (Fed. Cir. 2012)

• ’775 patent claimed a Synthetic Intermediate and disclosed 

its use to make pemetrexed. 

• Later ’932 patent claimed pemetrexed itself.

• No ODP:  the ’775 patent does not disclose a use of the same 
compound that is later claimed, but use of a different compound
altogether.

• Rather than a compound and a previously disclosed use, the claims at 
issue recite two separate and distinct chemical compounds.

Use Of  Specification In ODP
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AVOIDING DOUBLE PATENTING 

REJECTIONS
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Avoiding Double Patenting Rejections

Maintain demarcation in chain of divisionals to keep §121 “safe 

harbor.”
― Boehringer Ingelheim Int’l GmbH v. Barr Laboratories, Inc., 592 

F.3d 1340 (Fed. Cir. 2010).

― CONs from DIVs filed as a result of a restriction requirement - okay
― Symbol Techs., Inc. v. Opticon, Inc., 935 F.2d 1569 (Fed. Cir. 1991).

― Straight CONs are not okay.
― Amgen, Inc. v. Hoffman-La Roche Ltd., 580 F.3d 1340 (Fed. Cir. 2009).

― Cannot retroactively create DIV by reissue.
― G.D. Searle LLC v. Lupin Pharms., Inc., 790 F.3d 1349 (Fed. Cir. 2015).

― Cannot retroactively make a CIP a DIV in reexam.
― In re Janssen Biotech, Inc., 880 F.3d 1315 (Fed. Cir. 2018).
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‘947 App. filed in 1985 with 15 claims

RR: Comp groups I-V, Process groups VI-VII, MOT groups VIII-X

DIV-1 App. ‘197 app → ‘086 patent issued 06/27/89

ELECTED: MOT GROUPS VIII, X AND IX (OTHER THAN 
COMPS IN GROUP II)

DIV-2 App. ‘671 app filed 10/12/88 

→ ‘812 patent issued 12/12/89

ELECTED: COMP GROUPS I, III,  IV,  AND V

‘947 - issued 03/15/88

ELECTED: COMP GROUP II AND 
MOT GROUP  IX

divisional

divisional

TD filed after 

‘086 patent 

expired

10 way restriction 
requirement 

(GROUPS I – X)
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• Issues on appeal:

1) whether §121 is limited to divisional applications filed before the 

issuance of the application in which the restriction requirement was 

entered; and 

2) whether the “as a result of” requirement of §121 applies to the DIV-2 

‘812 patent and is satisfied here. 

― A patent issuing on an application with respect to which a 

requirement for restriction under this section has been made, or on 

an application filed as a result of such a requirement, shall not be 

used as [an OTDP] reference . . . 
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• DC: Safe harbor did not apply – ‘812 patent invalid for ODP. 

• FC: Reverse and remand.

• “The most straightforward reading of the statutory text is that the safe 
harbor of § 121 applies even when the PTO issues a restriction 
requirement that leads to more than two separate [sequential] 
applications.”

• “Moreover, § 121 refers broadly to ‘a divisional application,’ and does not 
state that the divisional must be a direct divisional of the original 
application.  Had Congress intended to limit the safe harbor only to a 
divisional of the application in which the restriction requirement was 
entered, it could have said ‘a divisional application of the original 
application,” rather than simply “a divisional application.’”

• “what consonance requires is that the claims prosecuted in two or more 
applications having common lineage in a divisional chain honor, as 
between applications, the lines of demarcation drawn by the examiner to 
what he or she considered independent and distinct inventions in the 
restriction requirement.” 
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• Symbol Techs., Inc. v. Opticon, Inc., 935 F.2d 1569 (Fed. Cir. 1991) held 

that § 121 safe harbor applies to continuing applications deriving from a 

divisional application filed as a result of a restriction requirement.
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• Amgen, Inc. v. Hoffman-La Roche Ltd., 580 F.3d 1340 (Fed. Cir. 

2009)

• § 121 safe harbor protects patents descending from divisional applications, but 

not from continuation applications exclusively.

• Affirmed decision in Symbol Technologies that continuation applications 

descended from divisionals that were filed as a result of a restriction 

requirement were protected.

• A patent need not have issued directly from a divisional application in order to 

receive § 121 protection.

• Intervening continuation applications do not render a patent ineligible for § 121 

protection so long as they descended from a divisional application filed as a 

result of a restriction requirement.
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• Amgen’s patents issued from continuation applications, which descended 
from continuations applications exclusively and not from divisional 
applications.

• Amgen argued that its patents could have been filed as divisional 
applications and should be treated as such for purposes of § 121 (be leery 
of any argument that something “could have been filed.”)

• Court disagreed: Because the applications were filed as continuations and 
not divisional applications - they are not entitled to protections afforded by 
§ 121 safe harbor.
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Cannot Retroactively Create Div By Reissue
G.D. Searle LLC v. Lupin Pharms., Inc., 790 F.3d 1349 (Fed. Cir. 2015)

Original application filed 1993
08/160,594 (“the ’594 application”)

disclosed and claimed compounds, compositions, and 
methods of use regarding the treatment of pain and 

inflammation
Compound claims issued Nov. 1995 as  

5,466,823

Divisional application on 
composition claims filed June 

1995, issued Oct. 1996
5,563,165

April 1994 CIP
08/223,629 (“the ’629 application”) contained 

all 3 classes of claims
Issued as 5,521,207 in May 1996

PCT application filed Nov. 1994
PCT/US94/12720 (“the PCT ’720 application”),

Designated CIP of the ’629 application and a CIP of the original ’594 
application. 

Contained all three classes of claims
U.S. Patent Application No. 08/648,113 (“the ’113 application”).  

Divisional: 
method-of-use claims 

5,760,068
issued June 1998

(the original of the RE44,048)

Before restriction 
requirement in original 

‘594 application!

July 12, 1994
3-way restriction 

requirement  (compound, 
composition, method –of-

use)

3-way restriction 
requirement  
(compound, 
composition, 

method –of-use)

’068/’048 patent invalid for ODP 

in light of the earlier issued ’165 

patent; safe harbor protects 

divisionals; ‘068 was a CIP.

see Pfizer, Inc. v. 

Teva 

Pharmaceuticals 

USA, Inc., 518 F.3d 

1353 (Fed. Cir. 2008)
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G.D. Searle LLC, Pfizer v. Lupin Pharms., Inc., 

790 F.3d 1349 (Fed. Cir. 2015)

• In Pfizer v Teva, Fed. Cir. had held that the § 121 did not 

apply to CIP’s.
― Protection for applications filed “as a result of” a restriction 

requirement is limited to divisional applications.

• Pfizer filed for reissue of the ’068 patent alleging error in 

prosecuting the application leading up to the ’068 patent as 

a continuation-in-part, rather than as a divisional 

application.

• After initially rejecting the reexam petition saying that the 

error was not correctable in reissue, PTO eventually 

allowed the claims as RE 44,048 on March 5, 2013.
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G.D. Searle LLC, Pfizer v. Lupin Pharms., Inc., 

790 F.3d 1349 (Fed. Cir. 2015)

DC: REISSUE invalid for ODP. 

FC: Affirmed.

― Not entitled to safe harbor protection because it’s not a 

divisional or a descendant of a divisional. “Simply deleting 

that new matter from the reissue patent does not 

retroactively alter the nature of the ’113 application.”

― “Section 121 is inapplicable to the RE ’048 patent for a 

second reason as well: The RE ’048 patent (the challenged 

patent) and the ’165 patent (the reference patent) are not 

“derived from the same restriction requirement.”
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SAFE HARBOR RULE

Janssen Biotech, Inc. v. Celltrion Healthcare Co. Ltd., 211 F.Supp.3d 364 (D. Mass. 

Sept. 29, 2016)

84

• DC: ‘471 not protected by safe harbor of §121
• “patents issued on CIP applications are not within the 

scope of § 121.
• See, Pfizer v. Teva (2008), rejecting the argument that 

terms DIV/CIP are merely labels; Amgen v. F. Hoffman-La 
Roche (2009) rejecting safe harbor for continuation.



Safe Harbor Rule

On appeal: In re Janssen Biotech, Inc., 880 F.3d 1315 (Fed. Cir. 2018), Janssen argued:

Janssen never sought claims directed at the supplemental disclosure and that disclosure was 
not needed to support any claim in the ‘093 Application.

During prosecution, all of the claims of the ‘093 Application were amended to be consonant 
with restriction Group I, so that the Application was, in substance, a divisional for purposes of 
its claims.

Janssen expressly advised the PTO that it was pursuing the ‘093 Application “pursuant to the 
restriction requirement set forth in [a] parent application.”
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Safe Harbor Rule

In re Janssen Biotech, Inc. (con’t)

During prosecution, Janssen received ODP rejections, but the rejections were withdrawn 

after arguments that the claims were subject to safe harbor.

During the reexamination, the PTO permitted Janssen to file amendments: (a) deleting 

the new material in the ‘471 Patent to substantively conform its disclosure to that of the 

‘413 Parent Application, and (b) expressly designating the ‘471 Patent as a divisional.
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Safe Harbor Rule

In re Janssen Biotech, Inc. (con’t)

― FC: Affirmed.

― Cannot retroactively make a CIP a divisional in reexam.

― “Our precedent is clear: aside from the original application and the 

original patent, the protection afforded by § 121 is limited to 

divisional applications and patents issued on divisional applications.”

― “following the reasoning in Searle, once the ’471 patent issued on 

the ’093 application—which, like the application in Searle, at the 

time of issuance included new matter not disclosed in the original 

application and so was a properly designated CIP—the ’471 patent 

was barred from safe-harbor protections.”
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One More Note About Safe Harbor: No Time 

Limit Other Than Consonance Being Maintained

• Immunex Corp. v. Sandoz Inc., 395 F. Supp. 3d 366 (D. NJ Aug. 9, 2019)

• Divisional patent filed as a result of a restriction requirement elected 

claims related to p55 TNFR. 

• Further divisional was amended to include claims for p75, but that 

amendment was made ten years after the divisional application was filed.

• DC:  The amendment, which brought the claims into consonance with the 

restriction requirement, was proper. 

― “The USPTO allows application amendments at any time and does not 

provide temporal limits for the Safe Harbor provision to apply.” 

― All the requirements for application of the safe harbor were met: “the '182 

Patent was (1) the result of a divisional application, (2) based on a 

restriction requirement issued by the USPTO, and (3) in consonance with 

that restriction requirement.” 
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• Any disadvantages to argue? E.g., Estoppel?

• Practical effect of a TD?

• Effect on patent term?

• Arguments available against obviousness?

• Giving up PTA? PTE?

• Is ODP rejection valid? Relative filing date?

• TD available? Common ownership?

• Consider litigation strategies.

• Safe Harbor under §121?

• Divisional result of restriction requirement must be filed during pendency of the 

restricted application.

Argue Against ODP or File TD?
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If the ODP rejection cannot be overcome:
― Remember:  claims can change!  Do not file TD until claims 

are otherwise allowable.

― Hold in abeyance until end of prosecution.

• Be practical.  Don’t panic!
― Consider whether TD is a big deal in this case.

― Do the application and reference patent have different 

terms?

― Are you giving up any PTA?

― Are you likely to request PTE on one of the patents?

• Considerations in crafting TD’s with eye towards patent 

litigation.
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Filing A Terminal Disclaimer



• Reissue is not available to withdraw a terminal disclaimer - In re 

Yamazaki, 702 F.3d 1327 (Fed. Cir. 2012). 

• Certificate of correction is not available to withdraw a terminal 

disclaimer.

• But a recorded terminal disclaimer may be withdrawn issuance.

• Post-issuance filing of a terminal disclaimer.
• A patentee may file a terminal disclaimer "retroactively" after issuance of 

the patent or during litigation, even after a finding that the patent is 

invalid for obviousness-type double patenting.

• MPEP 2762.01 – Duty of disclosure when a TD is filed during PTE 

proceedings.

• If the calculation of term changes because the patent’s expiration date changes, 

then an updated calculation of the term should be submitted.

Terminal Disclaimers
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• The applicant, _________________________________________, owner of 

____________ percent interest in the instant application hereby disclaims, 

except as provided below, the terminal part of the statutory term of any 

patent granted on the instant application which would extend beyond the 

expiration date of the full statutory term of prior patent No. 

__________________ as the term of said prior patent is presently 

shortened by any terminal disclaimer. 

• PTO Form AIA0026

PTO Terminal Disclaimer
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• The owner hereby disclaims, except as provided below, the terminal part of the 

statutory term of any patent granted on the subject application, which would 

extend beyond the expiration date of the full statutory term defined in 35 

U.S.C. 154 to 156 and 173, of any patent which may issue from the copending 

application 10/XXX,XXX.

• U.S. Patent No. 7,084,302

• In the event that any patent issued from the subject application gets an 

extension of patent term by patent term adjustment, the owner does not 

disclaim the extension of the patent term based on the patent term adjustment.

• U.S. Patent No. 7,084,302

• The term of any patent granted on the instant application has not been 

disclaimed beyond a specific date and thus, this disclaimer does not preclude the 

adjustment of the term of any patent granted on the instant application under 

35 U.S.C. § 154(b). 

• U.S. Patent No. 8,980,881

Example of  Alternate Language for TD

© AIPLA 2022
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Argue!  Argue!  Argue!
― Don’t hold in abeyance if it can be argued.

Push back on Examiner’s use of the specification; rejection should 

be based on the claims, not the specification, of the reference 

patent or application.
― Eli Lilly v Teva Parenteral Medicines, Inc., 689 F.3d 1368 (Fed. Cir. 2012).

― Particularly if using specification to add specific elements to the 

reference claims (but note Sun Pharmaceutical Industries, Ltd. v. Eli 

Lilly and Co., 611 F.3d 1381(Fed. Cir. 2010). 

Avoid filing terminal disclaimers over pending applications.
― Claims can change; consider amending or canceling claims in 

copending application to avoid filing a terminal disclaimer in an 

otherwise allowable application.
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Do not file a TD if the ODP rejection is over a later-filed pending 

application.
― MPEP § 804:  “If a provisional nonstatutory double patenting 

rejection is the only rejection remaining in an application having 

the earliest effective U.S. filing date…compared to the reference 

application(s), the examiner should withdraw the rejection in 

the application having the earliest effective U.S. filing date and 

permit that application to issue as a patent….”

Do not file a TD if the ODP rejection is over a patent or (published) 

application that is “102(b)” prior art. 
― ODP rejection should be overcome by the same arguments as the 

103 rejection.

95

Defeating Double Patenting Rejections



• Intent of ODP = to prevent improper extending protection to the same 

invention.

• Extended portfolios – types of claim sets – patentability distinct?

• Methods/compositions/apparatus

• Genus/species

• Biological deposit/sequences

• Put differences in claims to comply with non-obviousness.

• May need more than just “method of use” v. “compound.”

• Introduce motivation, unexpected success into specification.

• Do not file TD until claims finalized and allowed.

Draft Claims To Not Be “Obvious Variants”
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Thank You!

Contact Information:

Tara Stuart
Associate General Counsel, IP, Gilead Sciences
tara.stuart@gilead.com

Emily Sauter
Intellectual Property Litigator, Merck Sharp & Dohme
emily.sauter@merck.com

Jill MacAlpine, Ph.D. 
Finnegan Henderson Farabow Garrett & Dunner
jill.macalpine@finnegan.com

Tom Irving
Finnegan Henderson Farabow Garrett & Dunner
tom.irving@finnegan.com
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