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DISCLAIMER

These materials have been prepared solely for educational and entertainment

purposes to contribute to the understanding of U.S. and European 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, Finnegan, Henderson,

Farabow, Garrett & Dunner, LLP (including Finnegan Europe LLP, and Fei Han Foreign

Legal Affairs Law Firm), and McNEILL BAUR, 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.

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). 

DOUBLE PATENTING
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• Even though there is neither a common inventor nor 
a common applicant, double patenting rejections are 
authorized where the patents/application are 
“commonly owned” or assigned pursuant to pre-AIA 
35 U.S.C. § 103(c)(1) or AIA 35 U.S.C. § 102(b)(2)(C).

• 100% required.

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

COMMONLY ASSIGNED/OWNED --

DOUBLE PATENTING IMPLICATIONS

7



• Even though there is no common inventor or 
applicant and the patents/application are not 
commonly owned or assigned, double 
patenting rejections are authorized where the 
patents/application are subject to a joint 
research agreement pursuant to pre-AIA 35 
U.S.C. §§ 103(c)(2) and (3) or AIA 35 U.S.C. §
102(c).

JOINT RESEARCH AGREEMENTS --

DOUBLE PATENTING IMPLICATIONS
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9

• 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.

ODP REJECTIONS 

AND BASES FOR INVALIDITY



CASELAW DEVELOPMENTS:  

USE OF SPECIFICATION IN 

ODP CONSIDERATIONS
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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.

11
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• 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.

SUN PHARM. INDUS., LTD. v. ELI LILLY AND CO.

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

No T.D. filed

12

’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 



• 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 (cont’d)
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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.

14
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SPECIES/GENUS CLAIMS AND ODP

UCB, Inc. v. Accord Healthcare, Inc., --F.3d_ (Fed. Cir. May 23, 2018)

‘729 patent 
filed

CIP ‘301 patent

filed

genus

‘729 patent

issued

genus

RE38,551

Eff. Filing Date

species

CIP ’301 patent

issued

genus

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

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

• Fed. Circuit: Affirmed.
15
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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.”
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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.”

17

UCB FEDERAL CIRCUIT DECISION (cont’d)



‘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 . . . 

19



• 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.” 

20



• 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.

21



• 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.

22



• 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.

23



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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• 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.

G.D. SEARLE LLC, PFIZER v. LUPIN PHARMS., INC., 

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

25



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.”

G.D. SEARLE LLC, PFIZER v. LUPIN PHARMS., INC., 

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

27

• 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.”

28



SAFE HARBOR RULE
In re Janssen Biotech, Inc. (con’t)

• During prosecution, Janssen received OTDP 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.

29



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.”

30



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-
13

DIV app ‘442
to methods of use

OTDP rejection appealed

31

Examiner rejected claims of ‘442 

app for ODP over ‘613 patent, 

‘016 patent, and ‘993 patent.

Board affirmed. 



• § 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.’” 

EX PARTE SAUERBERG, 

Appeal 2015-007064 (Jan. 12, 2017)
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• 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. (Lilly v. Barr)

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

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

― YES!

LATER-ISSUING, EARLIER-EXPIRING

33



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).

GILEAD SCIENCES, INC. v. NATCO PHARMA LTD. 

753 F.3d 1208 (Fed. Cir. 2014)
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• District court granted summary judgment of infringement to Gilead, 
concluding that a later-issued but earlier-expiring patent can never be a 
double patenting reference.

• The Federal Circuit reversed in a split decision.

• Holding: a patent that issues after but expires before another patent can 
qualify as a double patenting reference for the other patent.
• Expiration date (rather than issue date) should be considered when 

determining which patent is the “earlier” patent for OTDP analysis.

Gilead Sciences, Inc. v. Natco Pharma Ltd.

753 F.3d 1208 (Fed. Cir. 2014)
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• 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).

PRE- AND POST-URAA PATENTS
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• Background: 

• Kennedy’s ’442 (bottom line) and ’766 (top line) patents were related but 
claimed different priority dates.

• District court held asserted claims of ’442 patent invalid over the ’766 
patent claims for OTDP and entered partial final judgment under Rule 
54(b) in favor of AbbVie.

No T.D. Filed

ABBVIE INC. v. KENNEDY INST. OF RHEUMATOLOGY

764 F.3d 1366 (Fed. Cir. 2014)

37
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• Holding: 

• Court explained that it was 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. 

• Reaffirmed rulings in Sun v. Lilly and other cases that OTDP 
encompasses any use for a compound that is disclosed in the 
specification of an earlier patent claiming the compound where a 
separate, later expiring patent claims nothing more than a method 
of using that compound.

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

ABBVIE INC. v. KENNEDY INST. OF RHEUMATOLOGY

764 F.3d 1366 (Fed. Cir. 2014)

38



• 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

39

Another aspect of: Janssen Biotech, Inc v. Celltrion Healthcare Co. Inc., 
210 F.Supp.3d 278 (D. Mass. Sept. 28, 2016)



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 Federal Circuit decision discussed at slides 28-30.

40
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HYPOTHETICAL IN LIGHT OF GILEAD?

• Earlier-issued genus patent (with PTA), later-issued species patent

• Does Gilead require filing a TD in the genus based on a later-issued species patent if the two 

patents, unlike in Gilead, are in the “same” family?

• Does In re Berg, 140 F.3d 1428 (Fed. Cir. 1998), provide a counter-argument?
― species issued first so had to file TD in genus

― Court suggested to file all claims in one application, but raised Goodman, 11 F.3d 1046, 1052 

(Fed.Cir.1993)

• Another option, prosecute genus claims first and wait for issuance of species claims until rights 

are sorted out in the genus

Genus patent 
issues

Species 
patent issues

Species 
patent 
expires

Genus patent 
+ PTA expires

X

?
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ODP AND PTE

• Kowa Co., Ltd. v. Amneal Pharms., LLC, 1:14-cv-02758

― H-W litigation related to U.S. Pat. No. 5,856,336 (Livalo®).

― Amneal argued ‘336 patent invalid for ODP over U.S. Pat. No. 5,872,130.

― DC: ‘336 patent not invalid for ODP.
― ‘336 issued and originally expired earlier than ‘130.

― ‘336 extended by PTE; nothing to do with ODP.

― Amneal did not show ‘336 claims obvious in light of the ‘130 claims.

― “A [POSITA] at the time would not have had a reasonable expectation of 

success in modifying the pitavavstatin sodium in the ‘130 patent by 

substituting calcium for sodium and preparing the pitavastatin calcium salt 

claimed by the ‘336 patent, nor would it have been obvious to do so.”

― Objective evidence of nonobvious would rebut any p.f. case. 
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SAME INVENTORS, SAME ASSIGNEE

• ‘336 patent

• Claim 1: chemical compound of the calcium salt of pitavastatin.

• Claim 2: method of reducing certain lipid disorders through administration 

of an effective amount of the compound of formula A as defined in claim 1. 

• ‘130 patent

• Claim 1: several chemical compounds including the sodium salt of 

pitavastatin. 

• Claim 5: method of reducing certain lipid disorders through administration 

of an effective amount of the compound of formula A defined in claim 1. 
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Japanese 
app. filed 
Aug. 20, 

1987

U.S. app. 
filed Aug. 
19, 1988

‘336 
allowed 
Sept. 30, 

1998

‘130 
allowed 
Sept. 30, 

1998

‘336 issued 
Jan. 5, 1999

‘130 issued 
Feb. 16, 

1999

‘336 original 
expiration 

date Jan. 5, 
2016. TD 

shortened 
to Dec. 29, 

2015

‘130 expired 
Feb. 16, 

2016

‘336 PTE 
extended 
expiration 
to Dec. 25, 

2020.
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CLAIMS
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AMNEAL’S APPLICATION OF 

GILEAD FAILS

• DC: “While Gilead clarified that the obviousness-type 

double patenting analysis requires a comparison of 

patent expiration dates, rather than patent issue dates, it 

did not address Hatch-Waxman PTEs….Nor did any other 

decision relied on by Amneal[.]”

• Merck & Co., Inc. v. Kessler, 80 F.3d 1543 (Fed. Cir. 1996) 

controls: “Amneal cannot rely on the later-expiring ‘130 

patent to invalidate the PTE granted to the ‘336 patent.”
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DID NOT SHOW OBVIOUS

• DC: Amneal did not show that the claims of the ‘336 
patent “are not patentably distinct from – or that they are 
obvious in light of – the claims of the ‘130 patent.” 

• Amneal expert not educated in chemistry. 

• Reliance on reference questionable. 

• Amneal expert testified that pitavastatin sodium is distinct 
from pitavastatin calcium.

• Objective evidence rebutted any p.f. case of obviousness.
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NO APPEAL OF ODP HOLDING

• Kowa Co., Ltd. v. Amneal Pharms. LLC, Case No. 

2018-1051 is appeal of district court decision of 

no invalidity for inherent anticipation.

• Amneal Opening Brief filed Feb. 12, 2018.

• Kowa Opening Response Brief filed May 16, 

2018.
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PTE and ODP

Feb. 2014

‘229 original 
expiration date

Sept. 2017

‘565 expiration 
date

Feb. 2019 

‘229 PTE 
expiration date

compound 
fingolimod 

patent

method of 
using 

fingolimod

• Novartis AG v. Ezra Ventures, 2016 WL 5334464 (D. Del. Sept. 22, 

2016), oral argument heard in appeal, June 5, 2018

• 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.

• DC: Denied motion.
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Ezra Arguments

• “[E]xtension of the ’229 compound patent beyond the life of the ’565 
patent is impermissible because it: 

1) de facto extends the life of the method patent, and thereby 
violates the provision of 35 U.S.C. § 156 requiring that ‘in no 
event [may] more than one patent be extended ... for the same 
regulatory review period for any product;’ 

2) violates the ‘bedrock principle’ that the public may practice an 
expired patent; and 

3) renders the ’229 patent invalid for statutory and obviousness-
type double patenting.”
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District Court Response

1) “’Congress chose not to limit the availability of a patent 
term extension to a specific parent or continuation patent 
but instead chose a flexible approach which gave the 
patentee the choice.’ … [There’s] no reason why a 
patentee should not have the same choice as between an 
earlier patent and a later patent related by a terminal 
disclaimer. … § 156(c)(4) …permits the ‘de facto’ patent 
term extension to which Defendant objects in this case. 
Accordingly, the Court concludes Defendant’s argument 
does not provide a meritorious basis to grant it judgment 
on the pleadings.”
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District Court Response

2) “The expiration of a patent does not grant the public 
an affirmative right to practice a patent; it merely 
ends the term of the patentee’s right to exclude 
others from practicing the patent. … Defendant has 
not identified authority supporting the view that 
even a ‘fundamental’ policy precept should override 
the express statutory language adopted by Congress. 
Accordingly, again, Defendant’s argument does not 
provide a basis to grant judgment on the pleadings.”
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District Court Response

3) “Even assuming that a double patenting analysis 
is applicable in the context of a PTE, the Court is 
not in a position to make this determination at 
the judgment on the pleadings stage of this case. 
…  At the appropriate time, Defendant may seek 
leave to file a motion for summary judgment 
based on double patenting should it have a good 
faith basis to do so.”
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ODP AND URAA

• Novartis Pharms. Corp. v. Breckenridge Pharmaceutical Inc., 248 

F.Supp.3d 578 (D. Del. April 3, 2017)

54

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. 



GILEAD AND ABBVIE APPLY

• DC: “According to the Federal Circuit, what matters in a 

double patenting analysis, at least for post-URAA 

patents, is the expiration dates of the patents. Id. at 

1215. The Federal Circuit has since revisited this 

question and made explicit that ‘the doctrine of 

obviousness-type double patenting continues to apply 

where two patents that claim the same invention have 

different expiration dates.’ AbbVie, Inc. v. Mathilda & 

Terence Kennedy Inst. of Rheumatology Trust, 764 F.3d 

1366, 1374 (Fed. Cir. 2014).”
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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.”

Oral argument held June 4, 2018
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APPELLATE BRIEFS

• Novartis

―Note re PTE: “Appellees did not argue to the District 
Court that the § 156 extension gives rise to double 
patenting, and the District Court did not rely on the §
156 extension to hold the ’772 Patent invalid. See 
Appx15. Thus, the § 156 extension is irrelevant to the 
arguments herein, but explains why Novartis’s rights 
under the ’772 Patent have not expired.”

― DC erred in finding that the ’990 Patent could serve as 
an ODP reference against the ’772 Patent, and then that 
the ’772 Patent Asserted Claims were invalid for ODP.
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APPELLATE BRIEFS

• Novartis (con’t)
― The URAA patent should not retroactively shorten the pre-URAA 

patent term. 

― “the term of the first-filed and first-issued ’772 Patent was not 
extended by the second-filed and second-issued ’990 Patent…. the 
earlier expiration date of the later-filed and later-issued Post-URAA 
’990 Patent is due solely to the change in law—not because of any 
untoward act by Novartis.” 

― Gilead and AbbVie very different facts and should not apply. 

― Should have followed Delaware district court precedent of 
Brigham and Abbott and Merck.

― District court decision inconsistent with policy and inequitable. 
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APPELLATE BRIEFS

• Novartis Reply Brief (con’t)
― Novartis could not have known Gilead would change law. When 

Novartis filed its divisional, “district courts had held that a later-
filed earlier-expiring post-URAA patent could not serve as a 
reference patent against an earlier-filed later-expiring pre-URAA 
patent.” “By the time Gilead was released in 2014, neither 
Novartis nor any other similarly-situated patentee could turn back 
the clock and abandon the divisional (or continuation) application 
that could be used as a reference patent. …Nor could Novartis 
revisit its patent term extension decision and choose to seek 
patent term extension on the ’990 patent, rather than the ’772 
patent. …Novartis in 2014 could not have filed a terminal 
disclaimer for the ’772 patent to shield that patent against an 
expansion of Gilead, because the later-filed ’990 patent expired in 
2013.”
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APPELLATE BRIEFS

• Breckenridge Answering Brief

― Public has right to use a patented invention when the first patent 
expires; “the expiration date is the time when the public acquires the 
right to practice the invention and its obvious variations.”

― Gilead applies. Patentee’s motives are irrelevant because inquiry is 
objective.

― Gilead Federal Circuit majority reversed a district court decision 
relaying heavily on Brigham and Abbott.

― Claims are not patentably distinct. 

― “There is no equitable exception to the prohibition, and if there were, 
Novartis would not qualify for it.”
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CAN AN EARLIER-ISSUED PATENT 

BE REJECTED FOR ODP?  NO

Brigham & Women’s v. Teva Pharms. USA, Inc., 761 F. Supp.2d 
210, 225 (D. Del. 2011)

species 

patent filed expires
issued

genus 

patents 

filed
expire

issued

– Held: “the later-filed and later-issued [species] patent could not and did not 
create an ‘unjustified time-wise extension’ of the earlier filed, earlier issued 
[genus] patents”

– “Of course, had the [species] patent issued before the [genus] patents, the 
[species] patent would have anticipated and invalidated the [genus] patents 
[based on ODP]”

patents-in-

suit
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CAN AN EARLIER-ISSUED PATENT

BE REJECTED FOR ODP?  NO

Abbott Labs. v. Lupin Ltd., 2011 U.S. Dist. LEXIS 53846 (D. Del. May 19, 2011)

– Held: Abbott has obtained no timewise extension of the earlier-issued but later-
expiring ‘428 patent through the ‘930 patent; the term of the ‘428 patent is the 
same as it would have been had the ‘930 patent never issued. 

– The Court concluded that [Brigham & Women’s v. Teva Pharms] is persuasive and 
properly resolves the dispute at bar:  “Chief Judge Bartle held that a later-issued 
but earlier-expiring patent could not serve as a double-patenting reference 
against two earlier-issued by later-expiring patents, explicitly rejecting Pfizer.”
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June 27, 2000

‘428 patent issued

Oct. 10, 2000

‘930 patent issued

Sept. 20, 2013

‘930 patent expired

May 27, 2017

‘428 patent expired



MERCK SHARP & DOHME CORP. v. TEVA PHARMS. USA, INC., 

217 F.Supp.3d 782 (D. Del. Nov. 16, 2016), appeal dismissed April 6, 

2017)

• “The parties dispute whether the '781 (bottom line) qualifies as a double patenting 
reference because it expired before the '353 patent (top line).”

• “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.”
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AIA CHANGES TO REISSUE APPLICATIONS

• “without any deceptive intention” removed by AIA 

• 35 U.S.C. § 251 –

― (a) IN GENERAL.—Whenever any patent is [[, through error,]]
deemed wholly or partly inoperative or invalid, by reason of a 
defective specification or drawing, or by reason of the patentee 
claiming more or less than he had a right to claim in the patent, 
the Director shall, on the surrender of such patent and the 
payment of the fee required by law, reissue the patent for the 
invention disclosed in the original patent, and in accordance with 
a new and amended application, for the unexpired part of the 
term of the original patent. No new matter shall be introduced 
into the application for reissue. 
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ODP AND REISSUE PROCEEDINGS

• New Narrower Claims in Reissue

―Independent or dependent claims 
―In re Tanaka, 640 F.3d 1246 (Fed. Cir. 2011)

―Cannot recapture subject matter or 

―Cannot broaden if more than 2 years after 
grant.
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ODP AND REISSUE PROCEEDINGS

• New Broader Claims in Reissue

• 35 U.S.C. § 251(d) REISSUE PATENT ENLARGING 
SCOPE OF CLAIMS.—No reissued patent shall be 
granted enlarging the scope of the claims of the 
original patent unless applied for within two years 
from the grant of the original patent.

▪ New products (patent owner or third-party)

▪ Unclaimed embodiments or species
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• AC Dispensing Equipment, Inc. v. Prince Castle, LLC, IPR2014-00511, 
Paper (PTAB Oct. 17, 2014)

• Petitioner requested permission to file a Motion to Stay the prosecution of the 
continuation application.

• PTAB: Denied.

― “Patent Owner will not be permitted to obtain in a patent any claims that 
are not patentably distinct from any claim that is canceled as a result of 
this proceeding. But whether any of the claims in the ’497 patent will be 
canceled is an issue that is not yet decided and will not necessarily be 
decided until a final written decision is entered in this case and appeals 
from it are exhausted. To bar Patent Owner from prosecuting claims 
now that may be patentably indistinct from the claims under review 
thus would be premature. It is sufficient, under the current 
circumstances, for Patent Owner to continue to take reasonable steps to 
apprise the Examiner of the status of this proceeding.”

CONTINUATION APPLICATIONS
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CONTINUATION APPLICATIONS

68

“Unreasonable and unexplained delay”

• Tafas v. Doll, 559 F.3d 1345 (Fed. Cir. 2009)

• In re Bogese, 303 F.3d 1362 (Fed. Cir. 2002)

• Symbol Tech., Inc. v Lemelson Medical, Educ. & Research 

Foundation, 422 F.3d 1378 (Fed. Cir. 2005)



ADDRESSING DOUBLE PATENTING 

REJECTIONS
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DEFEATING DOUBLE PATENTING 

REJECTIONS

• Avoid terminal disclaimers whenever possible.

• 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)

• 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)

― But see Sun Pharmaceutical Industries, Ltd. v. Eli Lilly and Co., 611 
F.3d 1381(Fed. Cir. 2010) 
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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
― Particularly if using specification to add specific elements to the 

reference claims (but note Sun Pharmaceuticals).
― PTAB decisions can be helpful.

• 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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DEFEATING DOUBLE PATENTING 

REJECTIONS



• 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 .
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DEFEATING DOUBLE PATENTING 

REJECTIONS



• 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?
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FILING A TERMINAL DISCLAIMER



JOINT RESEARCH AGREEMENTS
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PRE-AIA: JOINT RESEARCH AGREEMENT 

EXCEPTION IN § 103(C)(2)
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AIA: JOINT RESEARCH AGREEMENT 

EXCEPTION IN § 102(C)
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JRA DOUBLE PATENTING – MPEP §804
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“Standard” TD

JRA TD

JRA DOUBLE PATENTING – MPEP §804
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37 C.F.R. §1.321(c) and (d)

(c) A terminal disclaimer, when filed to obviate judicially created double patenting in a patent application or in a 

reexamination proceeding except as provided for in paragraph (d) of this section, must:

(1) Comply with the provisions of paragraphs (b)(2) through (b)(4) of this section;

(2) Be signed in accordance with paragraph (b)(1) of this section if filed in a patent application or in accordance with paragraph (a)(1) of this 

section if filed in a reexamination proceeding; and

(3) Include a provision that any patent granted on that application or any patent subject to the reexamination 

proceeding shall be enforceable only for and during such period that said patent is commonly owned with the 

application or patent which formed the basis for the judicially created double patenting.

(d) A terminal disclaimer, when filed in a patent application or in a reexamination proceeding to obviate double 

patenting based upon a patent or application that is not commonly owned but was disqualified as prior art as 

set forth in either § 1.104(c)(4)(ii) or (c)(5)(ii)  as the result of activities undertaken within the scope of a joint 

research agreement, must:
(1) Comply with the provisions of paragraphs (b)(2) through (b)(4) of this section;

(2) Be signed in accordance with paragraph (b)(1) of this section if filed in a patent application or be signed in accordance with paragraph (a)(1) of this 

section if filed in a reexamination proceeding;

(3) Include a provision waiving the right to separately enforce any patent granted on that application or any 

patent subject to the reexamination proceeding and the patent or any patent granted on the application which 

formed the basis for the double patenting, and that any patent granted on that application or any patent 

subject to the reexamination proceeding shall be enforceable only for and during such period that said patent 

and the patent, or any patent granted on the application, which formed the basis for the double patenting are 

not separately enforced.

Rule relating to 102(b)(2)(c)

“S
ta
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T

D
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“DISQUALIFIED AS PRIOR ART”

• Difference in language between “standard” commonly-

owned terminal disclaimer rule and JRA terminal 

disclaimer rule (1.132(c) vs. 1.132(d))
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DETERMINING WHETHER TD CAN 

OVERCOME ODP WHEN THERE IS A JRA

1. Subject matter disclosed (reference application/patent) was developed by, or on 
behalf of, one or more parties to a JRA.

2. Subject matter claimed (subject application) was made by, or on behalf of, one or 
more parties to a JRA.

3. JRA in effect on or before effective filing date of claimed invention (subject 
application) (AIA) / on or before date claimed invention was made (pre-AIA).

4. Claimed invention (subject application) was made as a result of activities 
undertaken within the scope of the JRA.

5. Reference application/patent would otherwise qualify as prior art under 
102(a)(2) / under 102(e), (f), or (g).
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SCENARIO 1:  A1 (X) … JRA … A2 (X+Y)

• ODP rejection of A2 over A1
1. A1 by or on behalf of one or more parties to JRA → yes

2. A2 by or on behalf of one or more parties to JRA → yes

3. JRA in effect before filing of A2 → yes

4. Claimed invention of A2 result of JRA → yes

5. A1 would otherwise qualify under 102(a)(2) → yes

• JRA TD
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SCENARIO 2:  

JRA … A1(X) / A2(X+Y) (FILED SAME DAY)

• ODP rejection of A2 over A1
What if provisional? → because same filing date, Examiner will not withdraw even if A2 
otherwise allowable (MPEP §804(I)(B)(2)).

1. A1 by or on behalf of one or more parties to JRA → yes

2. A2 by or on behalf of one or more parties to JRA → yes

3. JRA in effect before filing of A2 → yes

4. Claimed invention of A2 result of JRA → yes

5. A1 would otherwise qualify under 102(a)(2) → NO

Can a JRA TD be filed to obviate ODP in this scenario?
― 37 C.F.R. §1.321(d) suggests that it cannot.
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“WAIVE RIGHT TO SEPARATELY 

ENFORCE”

• The term “right to separately enforce” does not appear to have been interpreted yet 
by a court. However, in Aloft v. Microsoft, Defendants asserted an unenforceability 
defense based on the inclusion of such a provision in a terminal disclaimer.
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ALOFT V. MICROSOFT

• Facts:
― ’059 and ’991 Patents had always been commonly owned.

― TD filed during prosecution of ’059 Patent to overcome ODP rejection in view of ’991 
Patent.

― TD contained provision waiving “the right to separately enforce.”

― Plaintiff filed suit alleging infringement of ’059 Patent. Plaintiff did not assert the 
’991 Patent.

• Defendants alleged on motion for summary judgment that because Plaintiff asserted 
the ’059 Patent but not the ’991 Patent, Plaintiff has rendered the ’059 Patent 
unenforceable by separately enforcing it.

• Plaintiff responded that it had not “separately enforced” the ’059 and ’991 Patents 
because it had not attempted to assert the ’991 Patent against Defendants. 

• Plaintiff argued in the alternative that the separate enforcement provision was 
inapplicable because it was included by mistake.

• The Court found the inclusion of provision was included by mistake and denied the 
motion.
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WHO SIGNS A JRA TD?

• 37 CFR 1.321(d) Final Rule, Federal Register, Vol. 70, No. 177 at 54262: Changes to 
Implement the CREATE Act of 2004.

• TD not required to be signed by the owner of the patent that was the basis for the 
double patenting.
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FILING JRA TERMINAL DISCLAIMERS

• Under the rules, JRA terminal disclaimers can only be used in 
very limited circumstances.

• JRA-related terminal disclaimers may complicate patent 
enforcement issues.

― Unless certain patents always enforced together, terminally-

disclaimed patents may no longer be enforceable?

• Consider including a provision about JRA terminal disclaimers 
in your Joint Research Agreement, requiring approval of both 
parties.
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Thank You!

Contact Information:

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

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

Amelia Feulner Baur, Ph.D.
McNeill Baur
amelia.baur@mcneillbaur.com

Rebecca B. Scarr, Ph.D.
McNeill Baur
rebecca.scarr@mcneillbaur.com
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