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Enforcement of Method of Use 

Patents in the United States



Medical Use Claims in the U.S.
aka Method of Treatment Claims

A method of treating a Disease Y by administering Compound X.



§271 of the U.S. Patent Act

35 USC 271(a): “...makes, uses, offers to sell or sells any patented invention ...”  Direct infringement

35 U.S.C. §271(b): “Whoever actively induces infringement of a patent shall be liable as an infringer”

35 U.S.C. §271(c): “Whoever offers to sell or sells within the United States ...... a component of a patented ... 
composition, or a material ...for use in practicing a patented process, ......, and not a staple article or 
commodity of commerce suitable for substantial noninfringing use, shall be liable as a contributory 
infringer.”

35 U.S.C. §271(e)(2): “It shall be an act of infringement to submit . . . an [ANDA] for a drug claimed in a patent 
or the use of which is claimed in a patent, . . “constructive infringement or artificial act of infringement



Second Medical Use Claims in the U.S.
aka Method of Treatment Claims

A method of treating a Disease Y by administering Compound X.

Who is the infringer?

Doctor?     Patient?

Generic Company?    Pharmacy?     Insurance company?



What’s in the Label?

Yasmin® Package Insert 



Infringement: Yasmin

Bayer’s product (“Yasmin”) was approved for contraceptive use only.

• Bayer’s label -

• Clinical Pharmacology section of the label described all three 
effects.

Lupin filed ANDA for contraceptive use of the drug.

For method-of-use patents, the ‘artificial’ infringement claim provided by 
section 271(e)(2)(A) lies only against a patented use that has been 
approved by the FDA.”

Bayer Schering v. Lupin 676 F.3d 1316 (Fed. Cir. 2012)



Infringement:  Crestor

Astra Zeneca v Apotex 669 F.3d. 1370 (Fed Cir 2012)

Astra Zeneca’s Crestor label:

Treatment for HeFH Patent protected

Treatment for CRP Patent protected

Treatment for HoFe Not patent protected

Treatment for Hypertriglyceriderma Not patent protected

‘Skinny Label”
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Apotex Label



Induced Infringement: Pulmicort

AstraZeneca LP v. Apotex, Inc., 633 F.3d 1042 (Fed. Cir. 2011) Pulmicort or budesonide 

AstraZeneca patents claim methods of administering budesonide “not more than once per day.”

Apotex filed ANDA for budesonide for twice-daily use only. 

*BUT FDA required inclusion of downward-titration warning: 

“Once the desired clinical effect is achieved, consideration should be given to tapering to the 
lowest effective dose.”

The pertinent question is whether the proposed label instructs users to perform the patented method. If so, 
the proposed label may provide evidence of Apotex’s affirmative intent to induce infringement.



Pharmacies and Payors: Evidence of Infringement?

Can we apply what we’ve learned from case law against Generic Companies?



Carve-out and Cross-label Use

extensionBasic Compound Patent

Second Medical Use Patent (B)

R&D and Registration (A)

R&D and Registration (B)

Gx (A)

Gx (A, B)

Cross-label use for B



Off- vs. Cross-label Use
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Carve-out YES

extensionBasic Compound Patent

Second Medical Use Patent (B)

R&D&Reg (A)

R&D&Reg (B)

Gx (A)

Gx (A, B)

Cross-label Use NO



Money for old rope or a valuable investment: 
obtaining and enforcing patents relating to 

new uses of known products
Reward Fit for the Purpose?


