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Case Discussion Overview

• Idenix v. Gilead (2019): compound claims fail for lack of written description

• Kite v. Juno (2021): antibody claims fail for lack of written description

• Biogen v Mylan (2021): therapeutic efficacy claim lacks written description

• Allergan v. Sandoz (2015): formulation claims have sufficient written description

• Recent formulation claims at the district court: Pernix (2018)
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§112 as a defense

• Highly thematic whether a plaintiff or a defendant 

– Fact witnesses play a crucial role 

• Challenging to succeed on in front of the jury

– Compressed time to educate

– Juries tend to defer to the PTO

– Remember that enablement is a question of law for the Court to decide regardless of whether the 

jury is asked for an advisory determination  

• Make your record
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Enablement – Wands Factors 

1. Breadth of the claims;

2. Nature of the invention;

3. State of the prior art;

4. Level of ordinary skill in the art;

5. Predictability of the art;

6. Amount of direction provided in the specification;

7. Any working examples; and

8. Quantity of experimentation needed relative to the disclosure.
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Written Description
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To satisfy the written description requirement, 
a patent specification must describe the 
claimed invention in sufficient detail that one 
skilled in the art can reasonably conclude that 
the inventor had possession of the claimed 
invention.



Idenix v. Gilead (Fed. 

Cir. 2019)



Harvoni® and Sovaldi®



Sofosbuvir



2’ Me-up Nucleosides



2’ Methyl Up Patents



Idenix v Gilead



ʼ597 Patent (May 2000)
Specification Does Not Teach Fluorine at the 2’-Down Position

Formula XVI 



Written Description Requirement
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Written Description Requirement
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Juno Therapeutics v. 

Kite Pharma



CAR-Ts

Binding Region

The “Backbone”
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’190 Patent





Kite Tried to Kill the Patent, but Failed



Leading up to trial . . . 

• Kite was estopped from arguing invalidity under either §102 

or §103 because of earlier IPR loss 

• Kite stipulated to infringement under Court’s claim 

construction 

• Left with two defenses:

– §112 

– Invalid Certificate of Correction

• Damages
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Juno Therapeutics v. Kite Pharma (Fed. Cir. 2021)

DX0073, ’190 Patent at Claim 1
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Juno Therapeutics v. Kite Pharma (Fed. Cir. 2021)
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1. A nucleic acid polymer encoding a chimeric T cell receptor, said chimeric T cell 

receptor comprising

(a) a zeta chain portion comprising the intracellular domain of human CD3ζ chain,

(b) a costimulatory signaling region, and

(c) a binding element that specifically interacts with a selected target, 

wherein the costimulatory signaling region comprises the amino acid sequence 

encoded by SEQ ID NO:6.

2. The nucleic acid polymer of claim 1, wherein the binding element is an 

antibody.

3. The nucleic acid polymer of claim 2, wherein the antibody is a single chain 

antibody.  

5. The nucleic acid polymer of claim 3, wherein the single chain antibody 

binds to CD19.



Juno Therapeutics v. Kite Pharma (Fed. Cir. 2021)

• Kite arguments on appeal

– Claims cover an enormous number (millions of billions) of scFv candidates

– Only a fraction of which satisfy the functional binding limitation for any given target

– Field is unpredictable since an scFv’s binding ability depends on a variety of factors

– The ’190 patent discloses neither (1) representative number species or (2) common structural 

features of the claimed scFv genus adequate to identify which scFvs would function as claimed 

• Juno arguments on appeal

– scFvs and how to make them were well-known 

– The ’190 patent describes two working scFv embodiments that are representative of all scFvs

– scFvs had been incorporated in CARs well before the ’190 patent’s priority date 

– scFvs are interchangeable and have common structural features

– Ariad was irrelevant because the real invention was the combination of the signaling domains, not the scFv
portion
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Juno Therapeutics v. Kite Pharma (Fed. Cir. 2021)
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Biogen v. Mylan



35 U.S.C. § 112(a)

§ 112. Specification

(a) IN GENERAL.—The specification shall contain a written description of the

invention, and of the manner and process of making and using it, in such full, clear,

concise, and exact terms as to enable any person skilled in the art to which it

pertains, or with which it is most nearly connected, to make and use the same, and

shall set forth the best mode contemplated by the inventor or joint inventor of

carrying out the invention.
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The test for adequate written description “is whether the disclosure of the application relied 

upon reasonably conveys to those skilled in the art that the inventor had possession of the 

claimed subject matter as of the filing date.” 

Ariad Pharms., Inc. v. Eli Lilly & Co., 598 F.3d 1336, 1351 (Fed. Cir. 2010) (en banc) 

https://www.fr.com/


Biogen v. Mylan (Fed. Cir. 2021)

1.  A method of treating a subject in need of 

treatment for multiple sclerosis comprising orally 

administering to the subject in need thereof a 

pharmaceutical composition consisting essentially of 

(a) a therapeutically effective amount of dimethyl 

fumarate, monomethyl fumarate, or a combination 

thereof, and

(b) one or more pharmaceutically acceptable 

excipients, wherein the therapeutically effective amount 

of dimethyl fumarate, monomethyl fumarate, or a 

combination thereof is about 480 mg per day.
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Biogen v. Mylan (Fed. Cir. 2021)

Court assumed disclosure of connection between treatment of MS and DMF

“Thus, assuming that a skilled artisan would understand the disclosure to be unambiguously 

focused on MS despite its inclusion among approximately three-dozen neurological 

disorders—a determination we need not reach in this case—the specification may arguably 

provide adequate information to convey to a skilled artisan that the invention supports 

method-of-treatment claims directed to MS and, perhaps, that the use of DMF may be 

therapeutically linked to MS treatment.”

Court focused on the fact the 480 mg/day was mentioned only once and 

specification’s focus was on drug discovery and basic research

“[T]he district court did not clearly err in finding that a skilled artisan would not have 

recognized, based on the single passing reference to a DMF480 dose in the disclosure, that 

DMF480 would have been efficacious in the treatment of MS, particularly because the 

specification’s only reference to DMF480 was part of a wide DMF-dosage range and not 

listed as an independent therapeutically efficacious dose.”
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Biogen v. Mylan (Fed. Cir. 2021): Dissent (O’Malley)

Discussed distinction between clinical efficacy and therapeutic effects

– “[T]he district court’s refusal to acknowledge the difference between therapeutic and 

clinical effects evinces a fundamental misunderstanding of what is claimed—and, thus, 

what requires written description support—in the ’514 patent.”

– “The district court’s conflation of therapeutic and clinical efficacy caused it to erroneously 

require clinical data, rather than therapeutic effects.”

• DCT had referred to expert’s testimony in IPR that a POSITA would not have 

expected the DMF480 dose to clinically treat MS

• DCT should not have used Patent Owner’s obviousness defense against it in the 

written description context 

Rejected the district court’s “blaze marks” analysis to a disclosed range

“[The court’s] ‘blaze marks’ jurisprudence does not apply in every case concerning written 

description; it, instead, provides a useful framework to analyze whether written description 

has been met in cases involving patents containing laundry list disclosures.”
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Biogen v. Mylan (Fed. Cir. 2022): Denial En Banc Dissent

• Lourie, joined by Moore and Newman
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• O’Malley, Stoll, and Cunningham 

did not participate

• Dyk, Prost, Reyna, Taranto, Chen, Hughes voted not to take the case en banc

https://www.fr.com/


Biogen v. Mylan (Fed. Cir. 2022): Denial En Banc Dissent

Extraordinary Case

– “[T]his case, in which every claim limitation is expressly described in the disclosure of the 

patent specification, is at the farthest end of the spectrum of case where written 

description has not been found.”

– “I recognize the hesitance to go en banc simply to correct errors in one case. . . .  [T]he 

panel majority has affirmed a district court’s erroneous broadening of the written 

description inquiry.”

Four Errors by Panel Majority & DCT

– Overly emphasized unclaimed disclosures in the specification

– Erroneously imposed a heightened burden on the patentee to show that the specification 

proves efficacy

– Imported legal factors from other patentability requirements 

– Were influenced by irrelevant extrinsic evidence
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Allergan v. Sandoz, 796 

F.3d 1293 (Fed. Cir. 2015)
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Allergan v. Sandoz (Fed. Cir. 2015)
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Allergan v. Sandoz (Fed. Cir. 2015)
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Allergan v. Sandoz (Fed. Cir. 2015)
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Pernix v. Alvogen, 323 

F.Supp.3d 566 (D. Del. 2018)



Pernix v. Alvogen

• Zohydro ER – extended release hydrocodone product that contains no other active 

ingredient.

• Formulation was in the prior art.

• As part of FDA approval, a hepatic impairment study showed concentration did not 

change for patients with hepatic impairment. 
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Claims Are Generic And Functional

• “The asserted claims are broadly cast in generic form.”

• “[The claims] do not recite methods of treatment involving the use of a particular 

identified formulation, or even a group of identified formulations. Instead, the 

formulation limitations recited in the claims read on all oral dosage unites comprising 

extended-release hydrocodeon in which hydrocodone is the only active ingredient.”

• “The claims are largely functional, and the only nonfunctional limitations are generic.”
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The Specification Was Limited
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• Expert admitted on cross that he would not know whether a particular formulation 

would practice the functional limitations recited in the claims without conducting a 

hepatic impairment study.

• The inventors did not know why the formulation functioned in the way it did.

• “Here, the efficacy of the claimed treatment method depends entirely on whether the 

particular formulation functions in the manner recited in the claims. It is therefore 

critical that the formulation be described with sufficient specificity to ensure that the 

inventors have invented the full scope of the formulations received in the claims and 

not simply a single operative embodiment within that class.”

Other Evidentiary Considerations
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