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Amgen v. Sanofi

◼ Innovator v. Innovator (antibody litigation)

◼ Sanofi patented Praluent® and Amgen patented 

Repatha®; both drugs inhibit PCSK9 to reduce LDL

◼ Amgen claimed a genus of antibodies that bind to 

particular residues of PCSK9 and block PCSK9 from 

binding to LDL receptor (i.e., recited two functions)

◼ Amgen sued Sanofi in 2014, alleging Praluent® infringed 

its patents
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Amgen v. Sanofi (S.Ct. 2023)

“Amgen offers persons skilled in the art little more than 

advice to engage in ‘trial and error.’”

Amgen’s “roadmap” and “conservative substitution” 

approaches “amount to little more than two research 

assignments” that leave scientists “forced to engage in 

‘painstaking experimentation’ to see what works. That is 

not enablement… it is a ‘hunting license.’”

“Amgen has failed to enable all that it has claimed.’”
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Amgen v. Sanofi (S.Ct. 2023)Amgen v. Sanofi (S.Ct. 2023)

“That is not to say a specification always must describe 

with particularity how to make and use every single 

embodiment within a claimed class.”

“Nor is a specification necessarily inadequate just because 

it leaves the skilled artist to engage in some measure of 

adaptation or testing.”

“[D]isclosing [a] general quality may reliably enable a 

person skilled in the art to make and use all of what is 

claimed, not merely a subset.”
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USPTO Guidelines (January 2024)

“Federal Circuit precedent applying the Wands factors 

prior to Amgen is still informative as to how the Wands 

factors should be analyzed in different situations.”

“[C]onsistent with the Federal Circuit in Sanofi-

Aventisub and in post-Amgen enablement decisions, 

the Wands factors, which were used by the USPTO 

prior to Amgen, will continue to be used to assess 

whether the experimentation required by the 

specification to make and use the entire scope of the 

claimed invention is reasonable.”

“In Amgen, the Supreme Court, in a unanimous 

decision, affirmed Sanofi-Aventisub.”
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Post-Amgen § 112
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Baxalta v. Genentech (Fed. Cir. 2023)

◼ Innovator v. Innovator (antibody litigation)

◼ Representative claim:

◼ Relying on Amgen, the Federal Circuit affirmed summary 

judgment of nonenablement for functional genus claims

An isolated antibody or antibody fragment thereof that 

binds Factor IX or Factor IXa and increases the 

procoagulant activity of Factor IXa.

https://www.hemlibra.com/about/how-it-works.html
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Baxalta v. Genentech (Fed. Cir. 2023)

“The only guidance the patent provides is ‘to create a wide 

range of candidate antibodies and then screen each to see 

which happen to bind’ to Factor IX/IXa and increase 

procoagulant activity. Amgen makes clear that such an 

instruction, without more, is not enough to enable the 

broad functional genus claims at issue here.”

“The facts of this case are materially indistinguishable from 

those in Amgen.”

“The Supreme Court held these methods ‘amount to little 

more than two research assignments’ and fail to enable 

the full scope of the claims.”
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Teva v. Eli Lilly (D. Mass. 2023)

◼ Innovator v. Innovator (antibody litigation)

◼ Representative claim:

◼ Court granted JMOL of invalidity for lack of enablement 

and WD after jury awarded $175M for infringement

◼ Teva appealed to the Federal Circuit (fully briefed, no oral 

argument yet)

17. A method of reducing incidence of or treating 

headache in a human, comprising administering to the 

human an effective amount of an anti-CGRP antagonist 

antibody, wherein said anti-CGRP antagonist antibody is 

a human monoclonal antibody or a humanized 

monoclonal antibody.
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Teva v. Eli Lilly (D. Mass. 2023)

“[T]he Asserted Claims cover the entire functionally 

defined genus of humanized anti-CGRP antagonistic 

antibodies; the specification disclosed only one covered 

antibody; there are a large number of antibodies that could 

potentially antagonize CGRP, and the actual number is 

unknowable; the claims did not identify any amino acid 

sequence or unique structure for a covered antibody; and a 

POSA could not predict whether an antibody would satisfy the 

claims based on its amino acid sequence or structure, and thus 

antibodies would have to be made and individually tested 

to determine whether they were viable candidates for 

antagonizing CGRP.”
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Daiichi v. Seagen (PTAB 2024)

◼ Claims to broad genus of antibody-drug conjugates

◼ In a PGR FWD, the PTAB found the claims lacked 

enablement and WD

◼ Seagen appealed the decision to the Federal Circuit

"[T]he claims are extremely broad, encompassing an 

antibody-drug conjugate composed of any antibody and 

any drug moiety."

“The facts here are consistent with the situation in 

Amgen… [the patent] describes two drug classes" and 

"leaves the readers to 'random trial-and-error 

discovery.'"
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USA v. Gilead (D. Del. 2024)

◼ Claim to a process for preventing HIV infection by giving 

patients emtricitabine and tenofovir prodrugs

◼ Jury verdict of non-enablement; JMOL denied

◼ The court found that the jury was entitled to credit the 

testimony of Gilead's expert re the Wands factors

o "Tenofovir prodrugs" is "incredibly broad" and applies to 

"thousands or possibly tens of thousands of prodrug 

candidates"

o An "enormous amount of experimentation" would be required 

to determine which tenofovir prodrugs work in the claimed 

process with "essentially no guidance or direction" from the 

patent on how to make that determination (only 1 example)

◼ The US appealed to the Federal Circuit
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Regeneron v. Mylan (NDWV 2023)

◼ Claims to formulations of aflibercept

◼ The court distinguished Amgen and found that the Wands 

factors favored enablement (also satisfied WD)

"The claims recite specific structures, and the specification 

provides significant guidance to practice the claims, with 
examples and lists of excipients and amounts to use."

"Here, in contrast [to Amgen], the claims are directed to 

formulations of a specific protein at a specific concentration—

not 'an entire kingdom' or proteins … [t]he excipients recited in 

the claims are also structures … [b]ecause the claims in Amgen 

were not limited to any particular structure, the POSA was left with 

'painstaking experimentation to see what works,' since 'changing 

even one amino acid in the sequence can alter an antibody's 
structure and function."
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Supernus v. Torrent (D.N.J. 2024)

◼ Claims to sustained release formulations that have an 

extended release topiramate-containing component and 

achieve a specific plasma concentration

◼ The court went through Wands factors and distinguished 

Amgen to find the claims enabled (and also satisfied WD)

◼ Torrent appealed to the Federal Circuit (fully briefed, no 

argument yet)

“[U]nlike Amgen's claim, the Asserted Claims do not claim 

an 'entire genus' of release-controlling coatings … [t]hey 

claim sustained release formulations of topiramate comprising 
an XR component with cellulosic or acrylic polymers.”

“The Court finds that the Patents-in-Suit require some trial 

and error but not the type of 'random trial-and-error 
discovery' that gave the Supreme Court pause.”
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Wyeth v. AstraZeneca (D. Del. 2024)

◼ Claims to method for treating certain lung cancer patients 

with daily administration of a composition comprising a 

unit dosage of an irreversible EGFR inhibitor 

◼ After jury verdict awarded Wyeth $107.5M in damages, 

the Court granted AZ's motion for JMOL for lack of 

enablement and written description

◼ Exemplary claim:

1. A method for treating gefitinib and/or erlotinib resistant non-small 
cell lung cancer in a patient in need thereof, comprising administering 
daily to the patient having gefitinib and/or erlotinib resistant non-small 
cell lung cancer a pharmaceutical composition comprising a unit 
dosage of an irreversible epidermal growth factor receptor (EGFR) 
inhibitor that covalently binds to cysteine 773 residue in the ligand-
binding pocket of EGFR or cysteine 805 residue in the ligand-binding 
pocket of erb-B2.
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Wyeth v. AstraZeneca (D. Del. 2024)

◼ On JMOL, the court held that no reasonable jury could 

find that the patents enabled a POSA to administer a "unit 

dosage" of any irreversible EGFR inhibitor covered by the 

claims to a patient without undue experimentation

◼ No working examples of unit dosages administered to 

patients

◼ While the patent disclosed general dosage ranges of 1-

1000 mg and 2-500 mg, the court found that AZ presented 

unrebutted evidence that some dosages of irreversible 

EGFR inhibitors that fall within the claims could be toxic
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Wyeth v. AstraZeneca (D. Del. 2024)

“Here, the patents-in-suit do not teach which unit dosages 

of compounds covered by the claims could be 

administered daily to a patient and which could not … 

[and] provide no guidance that would help a POSA 

reliably screen between compounds that would have 

the desired therapeutic effect at toxic versus non-

toxic dosage ranges… Instead, a POSA would have to 

conduct further experimentation unassisted by the 

patents-in-suit. This renders the claims insufficient to 

meet the enablement requirement."
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Wyeth v. AstraZeneca (D. Del. 2024)

◼ AZ also argued that the patents did not describe or enable 

the full scope of claimed irreversible EGFR inhibitors 

◼ The specification had 3 examples:

◼ Wyeth's expert stated that claimed inhibitors were not in 

the "billions" (as argued by AZ), but a far smaller genus 

due to restrictions for irreversible binding to cysteine 773

◼ The Court denied JMOL on this ground and held that the 

jury was entitled to credit the testimony of Wyeth's expert

◼ The decision is on appeal to the Federal Circuit
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In re Cellect and Allergan

The Rerouting Intersection of 
Obviousness-type Double Patenting 

and Patent Term Adjustment

Paul Coletti
Johnson & Johnson

November 7, 2024



The issue

2

How does Patent Term Adjustment (PTA) - 
added to the term of a patent due to USPTO 
delays - affect application of the doctrine of 
Obviousness-type Double Patenting (ODP) over 
a patent in the same family?
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• Cellect owns a family of patents - all but one patent have 
varying amounts of PTA

• Cellect sued Samsung for infringement of 4 of the patents and 
Samsung filed an ex parte reexam, alleging the patents are 
invalid for ODP

• The reexam examiner rejected the claims for ODP even 
though the original examiner had not raised this rejection

• Cellect appealed to the PTAB, which affirmed the examiner

• Cellect then appealed to the Federal Circuit, which affirmed 
the PTAB
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Cellect Patent Family
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‘742 Appl.
Aug. 23, 2001

‘742 Patent
Jan. 3, 2006

726 Day PTA

No PTA

45 Day PTA

59 Day PTA

759 Day PTA

‘036 Appl.
Jul. 17, 2002

‘626 Appl.
Jul. 10, 2000

‘369 Appl.
Aug. 15, 2000

‘621 Appl.
Aug. 21, 2001

‘621 Patent
Feb. 21, 2006

‘626 Patent
Sept. 17, 2002

‘036 Patent
Mar. 1, 2005

‘369 Patent
Jul. 23, 2002

Priority
Application
Filed Oct. 6, 

1997

‘255 Patent

Expiration 
without

PTA
Oct. 6, 2017

Continuation

Continuation In-part
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‘742 22, 42, 58, and 66 ‘369

‘369 1, 17, 19, 21, 22, 27, 49, 55, and 61 ‘036

‘626 1, 5, 11, 33, 34, 58, and 64 ‘369

‘621 25, 26, 27, 28, 29, and 33 ‘626

• All of the challenged patents and reference patents were 
expired, so no Terminal Disclaimer could have been filed

• Cellect did concede claims of the various patents were 
patentably indistinct

• The ‘255 patent was never asserted against the 
challenged patents
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• Cellect does not dispute that the challenged and reference patents 
are commonly owned and that the challenged claims were 
patentably indistinct over claims in the reference patents

• The statutory language and precedent indicates that PTA and 
PTE should be treated differently when determining whether or 
not claims are unpatentable under ODP

• Novartis’ statement that judge-made doctrine, such as ODP, cannot 
be used to cut off statutorily granted term extension is limited to 
PTE determinations

• The statutory language is clear that TDs cut short PTA but not 
PTE
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S The Court held that Section 154 expressly limits the grant of PTA by 
any disclaimer of patent term (i.e., in a TD), therefore the proper 
calculation is

• First calculate the expiration date of each challenged and 
reference patent including any PTA

• Then consider ODP and any TDs with all patentably indistinct 
patents expiring on the earliest expiration date

• The Court also consider that there may be situations, as in the 
present case, where no TD was filed.  It determined that TDs are 
generally filed in response to ODP and so its holding applies to such 
situations

• Before Lourie, Dyk, Reyna, opinion by Lourie
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Cellect is already having an impact

Allergan v. MSN (D.DE. 19-1727)

• Unlike Cellect, the challenged patent was first filed and first to issue relative to the 
ODP reference patents

• To address common ownership, Allergan filed a TD in the non-expired ODP 
reference patent (already expired before the challenged patent because the 
challenged patent obtained PTA) – No term given up

• Claim 40 of the challenged patent was found invalid for ODP in view of the two 
referenced patents

• Court said that the fact that the challenged patent was first filed and first issued 
was immaterial. One should look at the expiration dates of the respective patents 
and whether the claims are patentably distinct from one another.

• Allergan appealed
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Federal Circuit Reverses
• Although Cellect requires courts to assess ODP based on expiration dates after PTA 

has been added, it "does not follow ... that the [challenged patent] must be 
invalidated by the [child reference patents] simply because it expires later.“

• Because both child reference patents were filed after, issued after and claimed 
priority to the challenged patent, neither could serve as an ODP reference to the 
challenged patent. 

• “[t]o prevent patentees from obtaining a second patent on a patentably indistinct 
invention to effectively extend the life of a first patent to that subject matter.“

• Notably, same panel as Cellect (Lourie, Dyk, Reyna), opinion by Lourie. Dyk 
dissents in part on other grounds.

Slide footer goes here if required 10



11

• The Federal Circuit agreed with the USPTO that these types of term 
adjustments should be treated differently

• 35 U.S.C. § 154 (PTA):

No patent the term of which has been disclaimed beyond a specified 
date may be adjusted under this section beyond the expiration date 
specified in the disclaimer.

• 35 U.S.C. § 156 (PTE):

The term of a patent which claims a product, a method of using a 
product, or a method of manufacturing a product shall be extended 
in accordance with this section from the original expiration date of 
the patent, which shall include any patent term adjustment granted 
under section 154(b)
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• Consider listing co-pending applications

• List applications and status

• Include statement such as:
• “The foregoing statuses were pulled from the USPTO’s Patent Center on _________ [date 

when data is pulled, not when amendment filed]. The Examiner is encouraged to review and 
monitor each of these file wrappers, including the issued and pending claims, all art of record, 
and any rejections. Details of these cases are available through the Office’s records. No 
representation is made or intended that the foregoing cases are material to patentability of 
the present claims, or that the foregoing is a comprehensive list of copending applications.”

• Evaluate patent strategy for new portfolios early and often:

• Consider possible claim categories to be pursued and whether to 
attempt to trigger restriction

• Evaluate potential intra-family ODP concerns

• Cases do not need to be part of the same family to raise ODP
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• Note: each application is different. The following considerations are 

not to be construed as legal advice.

• Review pending portfolios to determine if any ODP rejections are 
outstanding:

• Traverse ODP rejections on the merits, when possible

• Traverse on procedural grounds, when possible
• “Applicant traverses this rejection and requests reconsideration.  A double patenting rejection of the 

obviousness-type is “analogous to [a failure to meet] the nonobviousness requirement of 35 U.S.C. 
103” except that the patent principally underlying the double patenting rejection is not considered prior 
art. In re Braithwaite, 379 F.2d 594, 154 USPQ 29 (CCPA 1967). Therefore, any analysis employed in an 
obviousness-type double patenting rejection parallels the guidelines for analysis of a 35 U.S.C. 103 
obviousness determination. In re Braat, 937 F.2d 589, 19 USPQ2d 1289 (Fed. Cir. 1991); In re Longi, 759 
F.2d 887, 225 USPQ 645 (Fed. Cir. 1985). Applicant submits that the cited combination fails to establish 
a prima facie case of obviousness, and therefore the obviousness-type double patenting rejection is 
improper.”
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• Review pending portfolios to determine if any ODP rejections are 

outstanding (con’t):

• Withhold agreement until claims are otherwise found allowable

• Consider abandoning earlier expiring case
• Closely review applications to determine most valuable claims as part of analysis



*See, https://www.mintz.com/insights-center/viewpoints/2231/2024-10-21-new-rubric-obviousness-type-double-patenting 15

Challenged 
Patent /
Patent 

Relationship

“First”
Not Invalid for ODP

“Second”
Invalid for ODP

Different Priority 
Dates

First-filed
(first-issued)

Ezra

Second-filed
(First-issued)

Gilead

Second-filed
(second-issued)

AbbVie
Sun

Shared Priority 
Dates

First-issued
(first-filed)

Allergan
Breckenridge

First-issued
(second-filed)

Second-issued
(second-filed)

In re Cellect

Rubric for Determining Validity*

https://www.mintz.com/insights-center/viewpoints/2231/2024-10-21-new-rubric-obviousness-type-double-patenting


Slide footer goes here if required 16

Original Application (Abandoned)

Continuation (with PTA Added)

Continuation No 2 (no PTA)

Hypothetical Prosecution No. 1



Slide footer goes here if required 17

Original Application (Abandoned)

Continuation (with PTA Added)

Continuation No 2 (shorter PTA)

Hypothetical Prosecution No. 2
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Original Application (Abandoned)

Continuation (with PTA Added)

Continuation No 2 with PTA

Hypothetical Prosecution No. 3 and Beyond
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Thank you!
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Cellect raised 3 arguments on appeal:

• The Board erred by not considering whether a patent is 
unpatentable for ODP based on expiration without 
reference to duly granted PTA 

• The Board erred in failing to consider equitable concerns 
underlying the finding of ODP during the reexamination 
procedure

• The Board erred in finding a substantial new question of 
patentability in the underlying reexaminations
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Merck & Co. v. Hi-Tech Pharamcal Co., 482 F.3d 1317 (Fed. Cir. 2007)
• ODP rejection made during prosecution and TD filed

• Patent later awarded 1233 days of PTE 

• Court: “patent term extension under § 156 is not foreclosed by a terminal 
disclaimer,” and “Hatch-Waxman patent term extension is from the expiration date 
resulting from the terminal disclaimer and not from the date the patent would have 
expired in the absence of the terminal disclaimer”

Novartis AG v. Ezra Ventures LLC, 909 F.3d 1367 (Fed. Cir. 2018)
• Patent contained claims challenged as patentably indistinct from those of a 

reference patent and expired after the reference patent solely because of 
statutorily-mandated PTE awarded to the challenged patent (no TD filed) 

• Court: “as a logical extension of our holding in Merck & Co. v. Hi-Tech‘ that double 
patenting also should be considered before a PTE” 

• Thus, the ODP analysis is conducted before PTE is applied 
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• In these cases, the Federal Court indicated that the correct analysis is: 
first determine the expiration date of the patent, including any 
ODP/TD consideration; and only then add PTE to that expiration date

• Cellect urged the court to similarly find that patents subjected to ODP 
are still entitled to PTA and that the PTA should be calculated in a 
similar manner – first consider when the patent would expire based on 
ODP/TD and then add any statutorily granted PTA to that date
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• In 1995, the US harmonized patent term with the rest of the world and all 
applications filed on or after June 8, 1995 had a patent term of 20 years 
from date of filing

• Submarine patents were sunk

• ODP remained viable because, at least, of the safe-harbor provision 
of Section 103 (but for the fact that the reference is not available prior 
art, this would otherwise be double-patenting)

• Can occur in unrelated cases having different expirations

• Opponents argued that judicially-created doctrine cannot overrule 
statutory prohibition on double patenting

• Proponents respond that a variation on an invention is not the 
same invention, therefore not prohibited by statute

• Cannot legally assert obviousness if reference is not available 
as prior art due to 103 safe harborA
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• Note that decision was unanimous and there were no concurring opinions

• Original case heavily briefed by industry

• BIO, PhRMA, IPO, the Association for Accessible Medicine, 
Samsung, and Alvogen submitted amicus briefs

• BIO, PhRMA, IPO argued to overturn PTAB

• En banc rehearing has not been granted

• Petitions for rehearing were due on November 13, 2023

• Amicus briefs are due on November 27, 2023

• Assuming it stands, it affects everyone

• Re-evaluate competitive patents for advantage where possible

• Adopt best practices to minimize Cellect considerations going 
forward
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