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{The materials in this packet have been substantially edited.  I have deleted passages that contain information that I do not believe to be relevant to our discussion.  I have also corrected typos and inserted editorial comments. Cases and statutes have been edited.  Text has been reformatted and emphasis in the original is indicated by underlining.  I have added the emphasis where the word is in bold.  Cross references are in brackets in normal type.  All of my comments are italicized and in brackets. – DBA}

GLOSSARY

David Abramowitz

Food and Drug Administration (FDA) – a governmental regulatory agency that is responsible for administering federal statutes relating to the purity and effectiveness of food, drugs, and cosmetics

Proprietary Drug Company – “brand name” drug manufacturers that create new, usually patented therapies for illnesses

Generic Drug Company – drug manufacturers that produce lower cost alternative versions of proprietary drug companies products

New Drug Application (NDA) – the statutory process through which a proprietary drug company gets approval from the FDA to market a pharmaceutical, which deems it safe and effective for treating a certain illness and grant the proprietary drug exclusivity in the market

Supplemental New Drug Application (SNDA) – secondary applications proprietary drug companies can file on additional uses or versions of products with approved NDAs that grant exclusivity for the additional uses

Abbreviated New Drug Application (ANDA) – special type of drug application whereby generic drug companies can create generic versions of proprietary drugs under set conditions

Orange Book – a compendium of patents on various approved NDAs registered with the FDA that can be used to start an infringement action under 35 U.S.C. § 271(e)

Paragraph (IV) certification – a certification by a generic drug company in an ANDA that its generic version doesn’t infringe a proprietary drug companies’ patent that appears in the Orange Book

Paragraph (viii) certification – a certification by a generic drug company its ANDA does not seek to market the drug for a group of indications for which there are NDAs or SNDAs that still have exclusivity but rather only an indication or indications for which exclusivity has run out 

A SHORT INTRODUCTION TO THE FDA

DAVID ABRAMOWITZ

THE ORIGIN

At the beginning of the twentieth century, the United States had no federal statutes regarding the safety and efficacy of drugs or food.  Therefore, ineffective shyster drugs (many of which held patents) and spoiled food were rampant in this country.  In response to problems with food and drug adulteration and safety, partially influenced by President Roosevelt’s reading of Upton Sinclair’s The Jungle, Congress passed the Federal Food and Drugs Act of 1906.  The 1906 Act regulated the import and export of food and drugs and set safety standards for food and drug adulteration within the U.S. giving the regulatory authority for such activities to the Department of Agriculture (USDA).  Two problems arose with this statute, the USDA regulators were given very limited powers of enforcement and the USDA did not have enough qualified personnel to meet the statute’s standards.

THE FDCA

To meet these problems, Congress passed the Federal Food Drug and Cosmetics Act of 1938 (FDCA), which is still with us today codified in Title 21 of the U.S.C., though it has been amended on many occasions.  The FDCA set up the Food and Drug Administration (FDA) and gave it dominion over the statute’s implementation.  As relates to this packet, the FDA set out to make sure that drug companies did not market to the public their patented medicines without an assurance of their safety and efficacy.  To insure their success, Congress gave them a powerful tool, the new drug approval process, codified at 21 U.S.C. § 355(a)-(i).  {These sections have been omitted from the statutes section for space and sanity’s sake. – DBA}  

NEW DRUG APPROVALS

The new drug approval process requires that each pharmaceutical company seeking to market a product file a New Drug Application (NDA), which details what illness the drug is meant to treat and contains data collected from scientific studies about the drug’s safety and efficacy.  As interpreted by the FDA, the data contained in the NDA was proprietary to the drug company who filed it (originating the term proprietary drug company), meaning that any company that wished to market a generic version of the same drug had to submit their own NDA with their own studies.  Since the studies were and still are extremely expensive, the only profitable route toward getting a drug to market 

was to develop the chemical, patent it to prevent a competitor drug company from inventing it, then test and attempt to get FDA approval so the drug could make back the R&D investment.  Once patent protection was over, other drug makers were free to make generic versions of the drug, but the huge costs of duplicating the studies prevented such drug makers from doing so because in most cases they would be unable to price the drugs lower than the first drug on the market, a necessary step to stealing market share.


One of the most prominent effects of the NDA process was that proprietary drug companies held virtual monopolies on treatments, leading to exorbitant prices for pharmaceuticals.  The American public began to feel the weight of these prices in the 1970’s for two intertwined reasons:  (1) medical technology advanced by leaps and bounds after World War II leading to the discovery of hundreds of new treatments for illnesses once thought untreatable or even unknown and (2) with the advancing medical technology, people began to live longer, old age brought with it new illnesses and the need for both new and continued treatments.  At the same time, a new generic drug industry was sprouting up around the world, thanks to new technologies that allowed the manufacture of now off-patent drugs for prices low enough to support entry into the market, despite the costs of duplicative studies.  Generic companies were furthered stymied by Roche v. Bolar, 733 F.2d 858 (Fed. Cir. 1984), which confirmed the testing of generics could be infringement.  {Susan will address this next week in her talk on the “Safe Harbor” provision.} {To see the new NDA requirements look at 21 U.S.C. § 355(b) – DBA - 4}

HATCH-WAXMAN


The sick people, old people, generic and proprietary companies waged war in the halls of Congress to promote their agendas.  After a particularly fierce set of battles Congress decided to placate both the powerful lobby of the proprietary drug companies and equally powerful combination of the generic drug companies, AMA, and AARP.  In the spirit of compromise, Congress offered each side a set of carrots, then gave the other side a set of offsetting carrots.  This compromise became known as the Hatch-Waxman Act, and it served to amend both the FDCA and the patent act.  A short explanation of the carrots offered to each side is below:


Proprietary Drug Company Incentives

(1)  patent term extensions for the time during which FDA considers an NDA 

(codified at 35 U.S.C. § 156)

(2)  guaranteed market exclusivity of 5 years for an NDA (codified in 21 U.S.C. § 355(b))

(3)  the ability to gain a 30-month stay from approval of a generic competitor if a generic company’s Abbreviated New Drug Application (ANDA discussed below) could infringe certain types of patents held by the proprietary company on the drug by launching an infringement suit in a set time period (codified at 21 U.S.C. § 355(j) and 35 U.S.C. § 271(e)) { see 21 U.S.C. § 355(j)(2)(A)(vii)(IV) – DBA - 5 & 35 U.S.C. § 271(e)(2) – DBA - 4}

(4) ability submit Supplemental New Drug Applications (SNDA) for newly discovered uses or methods of administration of previously approved drugs that guarantee 3 years of market exclusivity for that use (codified in 21 U.S.C. § 355(c)(3)(D)(iv))

Generic Drug Company Incentives

(1)  the Abbreviated New Drug Application or ANDA – allows generics under certain conditions described in 21 U.S.C. 355(j), see DBA - 4, including a lack of patent protection on the drug or the use applied for, to market the drug by piggybacking on the studies submitted by the proprietary drug company with their NDA

(2)  the first company to file an ANDA is guaranteed 180 days of exclusivity before which another ANDA for the same drug will be approved by the FDA (codified at 21 U.S.C. § 355(j)(5)(b)(iv))

(3)  ability to file an ANDA before the end of the NDA’s 5 year exclusivity so that it might be approved for market the day the proprietary drug maker’s term expires (codified at 21 U.S.C. 355(j)(5)(D)(ii))

(4)  Restriction of the patents that an NDA can list that make it eligible to sue for infringement under 35 U.S.C. § 271(e)(2) { see the patent listing provision, 21 U.S.C. § 355(b)(1) – DBA - 4 & 35 U.S.C. § 271(e)(2) – DBA - 4}


FDA IMPLEMENTATION


In implementing the Hatch-Waxman Act, the FDA has made two moves that are important to this packet.  First, it established a system for recording all the patents on proprietary drugs through administrative rule-making.  {see 21 C.F.R. § 314.53 – DBA - 6}  Second, the FDA decided that all patents eligible under 21 C.F.R. § 314.53 and submitted by the proprietary drug maker are recorded in the same place for the ease of ANDA applicants, a publication called the “Orange Book”.  {The Orange Book is now available online at www.fda.gov/cder/ob/default.htm - DBA}

{This part of the patent act governs infringement actions related to the filing of ANDAs. – DBA}

TITLE 35. PATENTS 

PART III. PATENTS AND PROTECTION OF PATENT RIGHTS 

CHAPTER 28. INFRINGEMENT OF PATENTS 

35 U.S.C. § 271  (2003) 

§ 271.  Infringement of patent 

(b) Whoever actively induces infringement of a patent shall be liable as an infringer.

…

(e)(2) It shall be an act of infringement to submit--

      (A) an application under section 505(j) {ANDA – DBA} of the Federal Food, Drug, and Cosmetic Act [21 U.S.C. § 355(j) – DBA - 4] or described in section 505(b)(2) of such Act {NDA – DBA} [21 U.S.C. § 355(b)(2)] for a drug claimed in a patent or the use of which is claimed in a patent…

{Here are the damages available under the section – DBA}
    (4) For an act of infringement described in paragraph (2)--

      (A) the court shall order the effective date of any approval of the drug or veterinary biological product involved in the infringement to be a date which is not earlier than the date of the expiration of the patent which has been infringed,

      (B) injunctive relief may be granted against an infringer to prevent the commercial manufacture, use, offer to sell, or sale within the United States or importation into the United States of an approved drug or veterinary biological product, and

      (C) damages or other monetary relief may be awarded against an infringer only if there has been commercial manufacture, use, offer to sell, or sale within the United States or importation into the United States of an approved drug or veterinary biological product.

    The remedies prescribed by subparagraphs (A), (B), and (C) are the only remedies which may be granted by a court for an act of infringement described in paragraph (2), except that a court may award attorney fees under section 285.

{This is the section of the FDCA outlining NDAs and ANDAs – DBA}
TITLE 21. FOOD AND DRUGS 

CHAPTER 9. FEDERAL FOOD, DRUG, AND COSMETIC ACT 

DRUGS AND DEVICES 

21 U.S.C. § 355  (2003) 

§ 355. New drugs 

(b) Filing application; contents.  {NDA – DBA}
   (1) Any person may file with the Secretary an application with respect to any drug subject to the provisions of subsection (a). Such person shall submit to the Secretary as a part of the application (A) full reports of investigations which have been made to show whether or not such drug is safe for use and whether such drug is effective in use; (B) a full list of the articles used as components of such drug; (C) a full statement of the composition of such drug; (D) a full description of the methods used in, and the facilities and controls used for, the manufacture, processing, and packing of such drug; (E) such samples of such drug and of the articles used as components thereof as the Secretary may require; and (F) specimens of the labeling proposed to be used for such drug. The applicant shall file with the application the patent number and the expiration date of any patent which claims the drug for which the applicant submitted the application or which claims a method of using such drug and with respect to which a claim of patent infringement could reasonably be asserted if a person not licensed by the owner engaged in the manufacture, use, or sale of the drug. If an application is filed under this subsection for a drug and a patent which claims such drug or a method of using such drug is issued after the filing date but before approval of the application, the applicant shall amend the application to include the information required by the preceding sentence. Upon approval of the application, the Secretary shall publish information submitted under the two preceding sentences. The Secretary shall, in consultation with the Director of the National Institutes of Health and with representatives of the drug manufacturing industry, review and develop guidance, as appropriate, on the inclusion of women and minorities in clinical trials required by clause (A).

…

(j) Abbreviated application for new drug approval; required information and certification; approval of application; hearing.  {ANDA – DBA}
   (1) Any person may file with the Secretary an abbreviated application for the approval of a new drug.

   (2) (A) An abbreviated application for a new drug shall contain--

          (i) information to show that the conditions of use prescribed, recommended, or suggested in the labeling proposed for the new drug have been previously approved for a drug listed under paragraph (7) (hereinafter in this subsection referred to as a “listed drug”);

          (ii) (I) if the listed drug referred to in clause (i) has only one active ingredient, information to show that the active ingredient of the new drug is the same as that of the listed drug;

…

          (vii) a certification, in the opinion of the applicant and to the best of his knowledge, with respect to each patent which claims the listed drug referred to in clause (i) or which claims a use for such listed drug for which the applicant is seeking approval under this subsection and for which information is required to be filed under subsection (b) or (c)--

            (I) that such patent information has not been filed,

            (II) that such patent has expired,

            (III) of the date on which such patent will expire, or

            (IV) that such patent is invalid or will not be infringed by the manufacture, use, or sale of the new drug for which the application is submitted; and {Paragraph (IV) certification – DBA}
          (viii) if with respect to the listed drug referred to in clause (i) information was filed under subsection (b) or (c) for a method of use patent which does not claim a use for which the applicant is seeking approval under this subsection, a statement that the method of use patent does not claim such a use. {Paragraph (viii) certification – DBA}
      The Secretary may not require that an abbreviated application contain information in addition to that required by clauses (i) through (viii).

…

   (5) (A) Within one hundred and eighty days of the initial receipt of an application under paragraph (2) or within such additional period as may be agreed upon by the Secretary and the applicant, the Secretary shall approve or disapprove the application.

       (B) The approval of an application submitted under paragraph (2) shall made effective on the last applicable date determined under the following:

…

          (iii) If the applicant made a certification described in subclause (IV) of paragraph (2)(A)(vii), the approval shall be made effective immediately unless an action is brought for infringement of a patent which is the subject of the certification before the expiration of forty-five days from the date the notice provided under paragraph (2)(B)(i) is received. If such an action is brought before the expiration of such days, the approval shall be made effective upon the expiration of the thirty-month period beginning on the date of the receipt of the notice provided under paragraph (2)(B)(i) or such shorter or longer period as the court may order because either party to the action failed to reasonably cooperate in expediting the action, except that--

           (I) if before the expiration of such period the court decides that such patent is invalid or not infringed, the approval shall be made effective on the date of the court decision,

           (II) if before the expiration of such period the court decides that such patent has been infringed, the approval shall be made effective on such date as the court orders under section 271(e)(4)(A) of title 35, United States Code [35 U.S.C. § 271(e)(4)(A)- DBA - 4], or

           (III) if before the expiration of such period the court grants a preliminary injunction prohibiting the applicant from engaging in the commercial manufacture or sale of the drug until the court decides the issues of patent validity and infringement and if the court decides that such patent is invalid or not infringed, the approval shall be made effective on the date of such court decision.

…

          (iv) If the application contains a certification described in subclause (IV) of paragraph (2)(A)(vii) and is for a drug for which a previous application has been submitted under this subsection {another ANDA – DBA}continuing such a certification, the application shall be made effective not earlier than one hundred and eighty days after--

           (I) the date the Secretary receives notice from the applicant under the previous application of the first commercial marketing of the drug under the previous application, or

         (II) the date of a decision of a court in an action described in clause (iii) holding the patent which is the subject of the certification to be invalid or not infringed,

    whichever is earlier.

…

{This is the recently enacted revision (August 18, 2003) of the FDA’s regulation on what sort of drug’s are eligible for inclusion in the “Orange Book” and therefore can be the subject of patent infringement suit during the paragraph (IV) process. – DBA}
TITLE 21 -- FOOD AND DRUGS 

CHAPTER I -- FOOD AND DRUG ADMINISTRATION, DEPARTMENT OF HEALTH AND HUMAN SERVICES 

SUBCHAPTER D -- DRUGS FOR HUMAN USE 

PART 314 -- APPLICATIONS FOR FDA APPROVAL TO MARKET A NEW DRUG 

SUBPART B -- APPLICATIONS 

21 CFR 314.53 
§ 314.53 Submission of patent information.  

(a) Who must submit patent information. This section applies to any applicant who submits to FDA a new drug application or an amendment to it under section 505(b) of the act and § 314.50 or a supplement to an approved application under § 314.70, except as provided in paragraph (d)(2) of this section. 

(b) Patents for which information must be submitted and patents for which information must not be submitted -- (1) General requirements. An applicant described in paragraph (a) of this section shall submit the required information on the declaration form set forth in paragraph (c) of this section for each patent that claims the drug or a method of using the drug that is the subject of the new drug application or amendment or supplement to it and with respect to which a claim of patent infringement could reasonably be asserted if a person not licensed by the owner of the patent engaged in the manufacture, use, or sale of the drug product. For purposes of this part, such patents consist of drug substance (active ingredient) patents, drug product (formulation and composition) patents, and method-of-use patents. For patents that claim the drug substance, the applicant shall submit information only on those patents that claim the drug substance that is the subject of the pending or approved application or that claim a drug substance that is the same as the active ingredient that is the subject of the approved or pending application. For patents that claim a polymorph that is the same as the active ingredient described in the approved or pending application, the applicant shall certify in the declaration forms that the applicant has test data, as set forth in paragraph (b)(2) of this section, demonstrating that a drug product containing the polymorph will perform the same as the drug product described in the new drug application. For patents that claim a drug product, the applicant shall submit information only on those patents that claim a drug product, as is defined in § 314.3, that is described in the pending or approved application. For patents that claim a method of use, the applicant shall submit information only on those patents that claim indications or other conditions of use that are described in the pending or approved application. The applicant shall separately identify each pending or approved method of use and related patent claim. For approved applications, the applicant submitting the method-of-use patent shall identify with specificity the section of the approved labeling that corresponds to the method of use claimed by the patent submitted. Process patents, patents claiming packaging, patents claiming metabolites, and patents claiming intermediates are not covered by this section, and information on these patents must not be submitted to FDA. 

…

{What is so important about the fact that the method of use can only be for an “approved use”? – DBA}
Former 314.53(b)

(b) Patents for which information must be submitted. An applicant described in paragraph (a) of this section shall submit information on each patent that claims the drug or a method of using the drug that is the subject of the new drug application or amendment or supplement to it and with respect to which a claim of patent infringement could reasonably be asserted if a person not licensed by the owner of the patent engaged in the manufacture, use, or sale of the drug product. For purposes of this part, such patents consist of drug substance (ingredient) patents, drug product (formulation and composition) patents, and method of use patents. Process patents are not covered by this section and information on process patents may not be submitted to FDA. For patents that claim a drug substance or drug product, the applicant shall submit information only on those patents that claim a drug product that is the subject of a pending or approved application, or that claim a drug substance that is a component of such a product. For patents that claim a method of use, the applicant shall submit information only on those patents that claim indications or other conditions of use of a pending or approved application.

FACT TABLE  – Short Review of Case Facts – David Abramowitz
Facts








Warner-Lambert




Allergan




Drug At Issue






gabapentin





brimonidine

FDA Approved Use


treatment of epileptic seizures

reduction of interocular pressure

Date FDA Use Expired




01/16/2000





03/06/2002

Other Patented Uses That 




Treatment of Neurodegenerative
Protection of Optic Nerve, 6,194,415

Were Basis of Suit 





Disorders, 5,084,479 (11/23/2010)
(06/28/2015); Neural Protection,
(expiration date)














6,248,741 (06/28/2015)

Date ANDA Filed for





04/17/1998





10/2001

Approved Use

Date Complaint Filed





08/14/1998





01/09/2002

Location








N.D. Ill.






C.D.Cal

Dist. Ct. Decision






09/14/2001





05/03/2002

Victorious Side






Apotex






Alcon

Oral Argument at Fed. Cir.



10/09/2002





10/11/2002

Panel








Lourie, Michel, Plager


Clevenger, Schall, Linn, per curiam
Decision








01/16/2003





03/28/2003

En banc rehearing





N/A







Denied 05/22/2003

Special Note on Issues Presented in Warner-Lambert and Allergan*
David Abramowitz

SERIAL AND “OFF-LABEL” PATENTING


After the passage of Hatch-Waxman, proprietary drug companies began to search for ways around the statute to maintain their former monopolies.  They found two related ways of doing so, by gaining serial patents on intermediates and differing forms of drugs and patents on uses not approved by the FDA, so-called “off-label” uses, for which a physician may prescribe the drug regardless of FDA authorization.  After gaining new patents on the drugs, often many years after the original composition or method of use patents had issued, the proprietary manufacturers gained many extra years of market protection, and until another part of the recent amendment to 21 U.S.C. § 314.53 {DBA - 6} the chance for multiple 30-month stays for infringement actions if the patents were listed in the Orange Book.  Most of the previous Hatch-Waxman litigation has centered on serial patent disputes between proprietary and generic companies including the famous cases involving Eli Lilly’s serial patents on Prozac®, which were invalidated by the Federal Circuit in Eli Lilly & Co. v. Barr Labs, Inc., 222 F.3d 973 (Fed. Cir. 2000) and the cases mentioned several times in the two opinions Glaxo, Inc. v. Novopharm, Ltd., 110 F.3d 1562 (Fed. Cir. 1997) and Bayer AG v. Elan Pharmaceutical Research Corp., 212 F.3d 1241 (Fed. Cir. 2000), while “off-label” disputes had been contributory infringement disputes until the two cases presented here.

GLAXO AND BAYER


Before reading Warner-Lambert or Allergan, it is best that one has a small explanation of Glaxo and Bayer.  Glaxo centered on a dispute involving the famous drug Zantac®, for which Glaxo had received patents on three different crystalline forms.  The first of these patents to expire was the subject of Novopharm’s ANDA.  However, the drug actually marketed to the public was a second form of the drug that was found to be more effective and was still under patent.  Glaxo sued for infringement of the second patent under 271(e)(2), claiming the ANDA drug’s production process would lead to production of it as well as the form that was about to expire.  The district court held that the ANDA process would not produce material that would infringe the second patent, and the Federal Circuit affirmed.  The important holding from this case in terms of Warner-Lambert and Allergan is that the Federal Circuit found that the 271(e)(2) creates an “artificial” jurisdiction for infringement and that the court must decide such cases based on the product to be marketed under the ANDA, not just what the ANDA says.  Bayer affirmed Glaxo in terms of a similar situation where an ANDA claimed a crystal form that had been abandoned by the patent holder during prosecution of the patent.  In both cases, the Federal Circuit left open the chance for a suit on an ANDA where the product to be marketed would have to infringe a patented form used in the product or else would not gain FDA approval, a case that is seen in SmithKline v. Apotex, the case assigned by Professor Morris for the second half of the hour.

OFF-LABEL USES AND THE ROAD TO WARNER-LAMBERT


The other issue left open by Glaxo and Bayer was the chance that a suit might be maintained by a proprietary drug company on a patented use that was not FDA-approved, but for which there was a strong reason to market the drug.  Under Glaxo, the proprietary drug holder would be required to show that the ANDA sought to market this use in addition to the use claimed in the ANDA, which is the subject of the induced infringement sections of the opinions I have left out.  Though this might be the more interesting question in the cases, and will be discussed on Tuesday, I have chosen not to address the issue for two reasons:  (a) 271(e)(2) {DBA - 4} makes an ANDA filing an act of infringement and since an ANDA is nothing more than a piece of paper, as long as it states an intent to use the about to expire NDA method of use proving by a preponderance of the evidence is impossible and as to approved uses, induced infringement suits from ANDAs for other approved but not declared uses is what paragraph (viii) certification {DBA - 5} is meant to prevent; and (b) there is a strong case that if the ANDA comes to market and they are actually inducing infringement of a patented “off-label” use that the generic can be sued for contributory infringement, which in itself is a terribly messy and complicated issue under Hatch-Waxman and title 35.

WARNER-LAMBERT COMPANY, Plaintiff-Appellant, v. APOTEX CORP., APOTEX, INC., and TORPHARM, INC., Defendants-Appellees.

02-1073

UNITED STATES COURT OF APPEALS FOR THE FEDERAL CIRCUIT

316 F.3d 1348; 2003 U.S. App. LEXIS 594; 65 U.S.P.Q.2D (BNA) 1481
January 16, 2003, Decided

Before MICHEL, Circuit Judge, PLAGER, Senior Circuit Judge, and LOURIE, Circuit Judge.

LOURIE, Circuit Judge.

Warner-Lambert Company appeals from the final order of the United States District Court for the Northern District of Illinois, granting summary judgment of noninfringement for Apotex Corp., Apotex Inc., and TorPharm, Inc. (collectively “Apotex”).  Warner-Lambert Co. v. Apotex Corp., 2001 U.S. Dist. LEXIS 14592, No. 98 C 4293 (N.D. Ill. Sept. 14, 2001). Because we hold that Apotex was entitled to judgment as a matter of law, we affirm.

BACKGROUND

Warner-Lambert is the assignee of U.S. Patent 5,084,479, entitled “Novel Methods for Treating Neurodegenerative Diseases.”.{See Fact Table – DBA - 7}One of these cyclic amino acid compoundsis commonly known as “gabapentin.”{gab-a-PEN-tin} Gabapentin is the subject of the present action.

{Warner-Lambert was also assigned a set of two expired patents, a product patent and a method of use patent covered the FDA approved use of gabapentin to treat epilepsy.  A third non-expired patent, which did not apply to Apotex’s generic version dealt with the monohydrate nature of Warner-Lambert’s Neurontin® – DBA}
Warner-Lambert sells gabapentin under the trade name Neurontin® In 1993, Warner-Lambert obtained approval of a New Drug Application (“NDA”) from the United States Food and Drug Administration (“FDA”) to market gabapentin for use in “adjunctive therapy in the treatment of partial seizures with and without secondary generalization in adults with epilepsy,” one of the several indications claimed in the now-expired epilepsy method patent. Significantly, the FDA has not approved gabapentin for any additional uses, let alone for the uses claimed in the ‘479 neurodegenerative method patent.

Apotex filed an Abbreviated New Drug Application (“ANDA”) under …Hatch-Waxman Act, hereinafter (“the Act”), at the FDA on April 17, 1998, seeking approval to market a generic formulation of gabapentin upon the expiration of Warner-Lambert’s epilepsy method patent on January 16, 2000. As mandated by 21 U.S.C. § 355(j)(2)(A)(i), … Apotex filed a “paragraph IV certification”{DBA - 5}, declaring that its proposed manufacture, use, and sale of gabapentin would not infringe either the monohydrate patent or the neurodegenerative method patent. According to Apotex, its formulation would be anhydrous (i.e., would not contain water), and would accordingly be outside the scope of the monohydrate patent. Moreover, Apotex declared that its “pharmaceutical product’s labeling does not include any indication for use in the treatment of either neurodegenerative or neurogenerative diseases.” Because all of the claims of the neurodegenerative method patent “are directed to a use of gabapentin in the treatment of neurodegenerative diseases,” Apotex argued, the manufacture, use, or sale of its gabapentin products would not infringe the neurodegenerative method patent.

Under 21 U.S.C. § 355(j)(2)(B)(i), an ANDA applicant who files a paragraph IV certification {see requirements of statute at DBA - 5}... Pursuant to the provisions, Apotex notified Warner-Lambert that it had filed the ANDA and paragraph IV certification. …The ‘479 neurodegenerative method patent does not claim a method of using gabapentin and its derivatives for partial seizure.” Because the claims of the neurodegenerative method patent were limited to “a method of using gabapentin and its derivatives in the treatment of neurodegenerative diseases,” and “partial seizure is not a neurodegenerative disease,” Apotex argued that its gabapentin would “not fall within the scope of any of the claims of . . . the ‘479 patent.”
Warner-Lambert commenced the present patent infringement action on July 14, 1998, alleging that Apotex’s submission of its ANDA was an act of infringement of the neurodegenerative method patent under 35 U.S.C. § 271(e)(2)(A){DBA - 4}. n1 Although the FDA had not approved the use of gabapentin for any of the indications claimed in the neurodegenerative method patent, and 21 C.F.R. § 202.1(e)(4) forbids the promotion of unapproved uses by NDA or ANDA holders, Warner-Lambert argued that “patients will use the Apotex Defendants’ gabapentin for all purposes for which Warner-Lambert’s Neurontin® product has been and customarily is used, and doctors will prescribe the Apotex Defendants’ gabapentin product for such uses, including the treatment of neurodegenerative diseases.”
n1 Warner-Lambert also included a claim under the monohydrate patent. The district court granted summary judgment of noninfringement with respect to that patent on March 2, 2001.  Warner-Lambert Co. v. Apotex Corp., 2001 U.S. Dist. LEXIS 22263, (N.D. Ill. Mar. 2, 2001). The propriety of summary judgment with respect to that patent is not an issue raised by Warner-Lambert in this appeal.

 Apotex moved for summary judgment. Warner-Lambert opposed Apotex’s motion, arguing that: (1) the FDA does not regulate the uses for which doctors prescribe drugs once they are approved, (2) “more than three-quarters of the prescriptions written by doctors for Warner-Lambert’s Neurontin® are for indications other than epilepsy, including the treatment of neurodegenerative diseases,” and (3) “doctors, managed care organizations, and other institutions commonly and routinely substitute generic drugs for all indications for which the brand name drug is used.” Warner-Lambert’s “Memorandum in Opposition to Apotex’s Motion for Summary Judgment” at 20 (Dec. 10, 1998). Warner-Lambert further argued that “Apotex knows and expects that its generic gabapentin will be prescribed by doctors for all the same reasons they prescribe Neurontin,” including “the treatment of…neurodegenerative diseases.” Id. at 21. The district court denied Apotex’s motion.  At the close of discovery, however, Apotex again moved for summary judgment, and the district court granted that second motion…Warner-Lambert now appeals. We have jurisdiction pursuant to 28 U.S.C. § 1295(a)(1).

DISCUSSION

{Boilerplate language about summary judgment standard – DBA}

 A. Infringement under 35 U.S.C. § 271(e)(2)
{See 35 U.S.C. § 271(e)(2) – DBA - 4}
The district court’s opinion took for granted that our decision in Bayer AG v. Elan Pharmaceutical Research Corp., 212 F.3d 1241, (Fed. Cir. 2000){DBA - 7}, foreclosed Warner-Lambert’s claim of infringement under 35 U.S.C § 271(e)(2)(A).  The court then discussed whether or not Apotex would, alternatively, induce infringement of the neurodegenerative method patent under 35 U.S.C. § 271(b). Although we agree with the district court that Warner-Lambert has no cause of action under 35 U.S.C. § 271(e)(2)(A)…

{An additional section of the opinion dealing with induced infringement is omitted – DBA}

The central issue in the present case is whether it is an act of infringement under 35 U.S.C. § 271(e)(2)(A) to submit an ANDA seeking approval to make, use, or sell a drug for an approved use if any other use of the drug is claimed in a patent, or if it is only an act of infringement to submit an ANDA seeking approval to make, use, or sell a drug if the drug or the use for which FDA approval is sought is claimed in a patent. That issue presents a matter of first impression for this court. Although we have previously construed portions of 35 U.S.C. § 271(e)(2) in Glaxo, Inc. v. Novopharm, Ltd., 110 F.3d 1562 (Fed. Cir. 1997), and in Bayer, we have not yet had occasion to parse the specific statutory language at issue here. For the reasons stated below, we conclude that it is not an act of infringement to submit an ANDA for approval to market a drug for a use when neither the drug nor that use is covered by an existing patent, and the patent at issue is for a use not approved under the NDA.

{Why is this significant?  Why can’t drug be covered by a patent, i.e. product patent? – DBA}

{Omitted is a section discussing Supreme Court and Federal Circuit jurisprudence discussing statutory interpretation procedures.}

Warner-Lambert argues that the district court erred in interpreting § 271(e)(2). It asserts that, under that provision, a patent claiming a use of a drug is 

infringed by the filing of an ANDA irrespective of whether approval is sought to market the drug for the patented use. We disagree. Warner-Lambert quotes the “pertinent part” of 35 U.S.C. § 271(e)(2)(A) {DBA - 4}
Warner-Lambert’s abridged quotation suggests that the mere filing of an ANDA for a drug having a use claimed in a patent is an infringing act per se. Based on that reading, Warner-Lambert argues that Apotex’s ANDA infringes the neurodegenerative method patent:

Apotex submitted an ANDA seeking FDA approval “for a drug” (gabapentin) “the use of which is claimed in” the ‘479 patent in suit. Section 271(e)(2)(A) explicitly defines the filing of an ANDA in the face of such a patent as an act of infringement.

Warner-Lambert’s interpretation is incorrect. It has eviscerated an important part of the statutory provision by conflating the first and second clauses of § 271(e)(2)(A) …it is abundantly clear [under Eli Lilly – DBA] that the statute does not make the filing of an ANDA prior to patent expiration an act of infringement unless the ANDA seeks approval to manufacture, use, or sell the drug prior to expiration of a patent that would otherwise be infringed by such manufacture, use, or sale, apart from the provisions of § 271(e)(2). Accordingly, to prevail in this case, where the relevant patents covering the drug and the indication for which approval is sought have both expired, the plaintiff must prove that the defendant’s manufacture, use, or sale of the drug would nonetheless infringe the neurodegenerative method patent under a traditional infringement analysis. At the very least, to succeed in this appeal of the district court’s grant of summary judgment, Warner-Lambert would have needed to demonstrate the existence of a genuine issue of material fact to support a traditional infringement claim, i.e., that Apotex induced or will induce infringement of the neurodegenerative method patent. {Warner-Lambert attempted to go this route with their induced infringement claim and failed in both courts – DBA}

As Apotex notes, because an ANDA may not seek approval for an unapproved or off-label use of a drug under 21 U.S.C. § 355(j)(2)(A)(i) {DBA - 5}, it necessarily follows that 35 U.S.C. 271(e)(2)(A) {DBA - 7} does not apply to a use patent claiming only such a use. The statute recites “a drug . . . the use of which is claimed” (emphasis added), not “a drug . . . a use of which is claimed,” or “a drug . . . any use of which is claimed,” or “a drug having a use which is claimed.” The FDA does not grant across-the-board approval to market a drug. Rather, it grants approval to make, use, and sell a drug for a specific purpose for which that drug has been demonstrated to be safe and efficacious. Read in the context of the Act, of which the provision now codified at 35 U.S.C. § 271(e) was just a part, it is clear that the phrase “the use” in § 271(e)(2)(A) refers to the use for which the FDA has granted an NDA. That is, as we indicated above, the only use for which an ANDA applicant can seek approval. While a physician may prescribe an approved drug for any use consistent with acceptable medical practice, an NDA, and hence an ANDA, only approves a use for which safety and efficacy have been proven.

It is also significant that Congress used the word “a” before “drug” and the word “the” before “use.” The words “the use” require antecedent basis; thus, “the use” refers to a specific “use” rather than a previously undefined “use.” {citing S.Ct. precedent on use of articles in interpretation – DBA} Thus, the statutory language “the use” is most reasonably interpreted to mean “the use listed in the ANDA.” Congress could have been expected to use quite different language if it wanted to reach the opposite result.

{History of the Hatch-Waxman Act omitted as it is presented elsewhere in the packet. – DBA}

The Hatch-Waxman Act was accordingly a compromise between two competing sets of interests: those of innovative drug manufacturers, who had seen their effective patent terms shortened by the testing and regulatory processes; and those of generic drug manufacturers, whose entry into the market upon expiration of the innovator’s patents had been delayed by similar regulatory requirements. The legislative history of the Act stated its ultimate purposes: 

The purposes … the Bill [are] to make available more low cost generic drugs by establishing a generic drug approval procedure for pioneer drugs first approved after 1962....{and} create a new incentive for increased expenditures for research and development of certain products which are subject to premarket government approval. The incentive is the restoration of some of the time lost on patent life while the product is awaiting pre-market approval.

H.R. Rep. No. 98-857(I), at 14-15 (1984). In light of this history, as well as the legislative language itself, we cannot agree with Warner-Lambert that Congress intended it to be an act of infringement under 35 

U.S.C. § 271(e)(2)(A) to submit an ANDA for a drug if just any use of that drug were claimed in a patent and the applicant sought approval of its ANDA prior to the expiration of that patent.

Warner-Lambert’s proposed interpretation is inconsistent with both of the stated purposes of the Hatch-Waxman Act, and would confer substantial additional rights on pioneer drug patent owners that Congress quite clearly did not intend to confer. If Warner-Lambert’s interpretation were correct, for example, an NDA holder would be able to maintain its exclusivity merely by regularly filing a new patent application claiming a narrow method of use not covered by its NDA. It would then be able to use § 271(e)(2)(A) as a sword against any competitor’s ANDA seeking approval to market an off-patent drug for an approved use not covered by the patent. Generic manufacturers would effectively be barred altogether from entering the market. That would certainly not advance the purpose of making available “more low cost generic drugs,” and was not what Congress intended. Moreover, although Warner-Lambert argues that our affirming the district court’s decision would be a disincentive for research and development by innovators, Congress explicitly stated that the incentive created by the Act was patent term restoration. There is no evidence that Congress intended to enable an innovator to extend its exclusivity merely by asserting patents on unapproved uses. Moreover, if an innovator has not made the investment to test and obtain approval of the new use, what investment is to be protected by creating an added incentive?

{The legislative history section is attacked in Allergan by the concurrences– DBA}

Other relevant portions of the legislative history support our interpretation. For example, House Report No. 98-857(I) states, in part:

...An ANDA must include a certification by the applicant regarding the status of certain patents applicable to the listed drug if the patent information has been submitted under section 505(b) or (c). With respect to all product patents which claim the listed drug and all use patents which claim an indication for the drug for which the applicant is seeking approval (hereafter described as a controlling use patent), the applicant must certify, in his opinion and to the best of his knowledge, as to one of four circumstances.

...

If appropriate, the applicant may certify that one or more of the product or controlling use patents provided have expired...An applicant may certify if applicable that one or more of the product or controlling use patents are invalid or will not be infringed.

...If there are indications which are claimed by any use patent and for which the applicant is not seeking approval, then an ANDA must state that the applicant is not seeking approval for those indications which are claimed by such use patent. For example, the listed drug may be approved for two indications. If the applicant is seeking approval only for Indication No. 1, and not Indication No. 2 because it is protected by a use patent, then the applicant must make the appropriate certification and a statement explaining that it is not seeking approval for Indication No. 2.

 H.R. Rep. No. 98-857(I), at 22, 1984 U.S.C.C.A.N. at 2655 (emphasis added).

The quoted portion of the House Report demonstrates that Congress recognized that a single drug could have more than one indication and yet that the ANDA applicant could seek approval for less than all of those indications. Congress clearly contemplated that the FDA could grant approval of an NDA, and hence eventually an ANDA, seeking to market a drug for a single indication even when other indications were known or even approved. Moreover, and perhaps more importantly, Congress made it clear that the ANDA applicant need not certify with respect to every “use” patent that claims an indication for the drug. Rather, the applicant needs only to certify with respect to use patents that claim an indication for which the applicant is seeking approval to market the drug. Id. ; see also H.R. Rep. No. 98-857(II), at 13…And an ANDA applicant can only seek approval for a use approved in the underlying NDA.

The last example in the above-quoted portion of H.R. Rep. 98-857(I) describes a scenario very similar to the one at issue in the present case. Here, Apotex is seeking approval only for the indication of treating epilepsy, which corresponds to “Indication No. 1.” It is not seeking approval for “Indication No. 2,” i.e., treatment of neurodegenerative diseases. Although Congress did not explicitly provide an example in which only Indication No. 1 is FDA-approved while only Indication No. 2 is still patented, the same conclusion applies a fortiori to that situation as to the provided example in which both indications are approved.

The applicant here is not only stating that it is not seeking approval for Indication No. 2, it is positively

forbidden from obtaining such approval, unless it files its own NDA with full safety and efficacy data. Thus, according to H.R. Rep. 98-857(I), Apotex only needed to provide a statement explaining that it was not seeking approval for Indication No. 2. That it did. Although formally labeled as a “paragraph IV certification,” we note that Apotex’s statement with respect to the neurodegenerative method patent was effectively a statement of non-applicable use pursuant to 21 U.S.C. § 355(j)(2)(A)(viii).

Warner-Lambert argues that Apotex was required to certify under one of the subparagraphs of 21 U.S.C. § 355(j)(2)(A)(vii) with respect to the neurodegenerative method patent, because that patent was listed in the FDA’s “Orange Book”. That is incorrect. {According to} that provision and 21 U.S.C. § 355(j)(2)(A)(viii}{DBA - 5} a certification need not be provided for a patent claiming a use for which the ANDA applicant is not seeking approval, i.e., a use not covered by the NDA.

Warner-Lambert has not produced any authority that information regarding the neurodegenerative method patent was “required to be filed under subsection (b) or (c)”; indeed, the evidence of record suggests that it need not have been. The listing provision, 21 U.S.C. § 355(b), simply allows the innovator to give warning of all of its relevant patents, by requiring that it file with its application “the patent number and expiration date of any patent which claims the drug . . . or which claims a method of using such drug and with respect to which a claim of patent infringement could reasonably be asserted.” 21 U.S.C. § 355(b)(1) (emphasis added). Of course, the mere listing of even a properly listed patent would not in itself entitle the patent owner to a judgment that that patent would be infringed by sale of the drug for an approved use. It simply provides the basis for a lawsuit that may be won or lost based on the general infringement provisions of the patent laws.

{The former and newly revised 21 C.F.R § 314.53 that reflects this decision is included in your materials. – DBA - 6}

As noted above, the House Reports indicate that Congress intended to draw a distinction in the Act between those indications for which an ANDA applicant is seeking approval and those for which it is not when determining if certification is necessary. The applicant needs to certify only with respect to (a) product patents that claim the listed drug for which approval is sought, and (b) “controlling use patents,” defined as patents that claim “an indication for the drug for which the applicant is seeking approval.” 

{Presents an easy system for firms representing companies making ANDA filings to know what is needed to make paragraph (iv) reviews for opinion. – DBA}

Even when a listed drug is approved for more than one indication, Congress contemplated the possibility that there could be indications that are claimed by a use patent but for which the applicant is not seeking approval. There is no suggestion whatsoever in the statute or the legislative history that Congress intended that approval of a drug for a particular indication should be denied or even delayed by the existence of a patent that claims some other, unapproved indication of the drug. Although the issue is irrelevant to this case, we note that Apotex was likely required to, and did, certify under paragraph IV with respect to the monohydrate patent. We see no reason why the fact that Apotex also certified under paragraph IV with respect to the neurodegenerative method patent, perhaps in an overabundance of caution, should subject them to the Draconian penalty that Warner-Lambert seeks under 35 U.S.C. § 271(e)(4)(A) of having approval of their ANDA delayed until the expiration of the neurodegenerative method patent in the year 2010.

Warner-Lambert attempts in its reply brief to find significance in the fact that subsections (vii) and (viii) of 21 U.S.C. § 355(j)(2)(A) are connected with “the conjunctive ‘and’ rather than the disjunctive ‘or,’“ arguing that an ANDA applicant is required to file both a certification under subsection (vii) and a statement of inapplicable use under subsection (viii). That fact is irrelevant to our conclusion. As our analysis of the legislative history, supra, indicates, Congress contemplated the possibility that there could be more than one approved indication for a given drug, and that an ANDA applicant can seek approval to label and market the drug for fewer than all of those indications. In that situation, it would be necessary to certify under subsection (vii) with respect to a patent claiming an indication for which approval is sought, and to file a statement of inapplicable use under subsection (viii) with respect to the other indications. In a situation such as the one at issue in the present case, however, where the applicant is not seeking approval to market a drug for a use claimed in a patent, there is no need to file any certification at all under subsection (vii).

Warner-Lambert further argues that “[a] comparison of the language in subparts (vii) and (viii) confirms that the antecedent for the phrase ‘for which the applicant is seeking approval’ in subpart (vii) is

‘drug’ rather than ‘use’. In contrast...subpart (viii)...does use the phrase ‘a use for which the applicant is seeking approval,’ and the phrase ‘for which the applicant is seeking approval’ obviously modifies ‘use’.” That argument is unconvincing. As we noted above, one does not obtain across-the-board approval to market a drug. Instead, one obtains approval to market a drug for a specific use for which the drug has been demonstrated to be safe and effective. Thus, the antecedent for the phrase “for which the applicant is seeking approval” in subpart (vii) is neither “drug” nor “use,” but “use for such listed drug.”
In summary, Warner-Lambert does not have a cause of action under § 271(e)(2)(A).  Congress clearly intended to limit actions for infringement of method-of-use patents under § 271(e)(2)(A) to “controlling use patents,” or patents that claim an approved use of a drug. An ANDA applicant, who necessarily “piggybacks” on the approved NDA of the innovator, can only apply to sell the approved drug, which, in this case, is no longer under patent, and to market it for the use for which the FDA has indicated that the drug is safe and efficacious, for which use the patent here has also expired. Apotex has neither submitted an application to sell a drug claimed in an extant patent, nor submitted an application to sell a drug the use of which is claimed in an extant patent. Both gabapentin and its only FDA-approved use are now off-patent.

Because Apotex is not submitting an application to sell a drug for treatment of neurodegenerative diseases, which is the only use covered by the patent involved in this case, we conclude that Apotex is entitled to summary judgment of noninfringement.

CONCLUSION

The district court did not err in granting summary judgment of noninfringement in favor of Apotex. The court’s decision to award judgment to Apotex is therefore

AFFIRMED
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324 F.3d 1322; 2003 U.S. App. LEXIS 6003; 66 U.S.P.Q.2D (BNA) 1225

March 28, 2003, Decided

Before CLEVENGER, SCHALL, and LINN, Circuit Judges. Opinion concurring in the judgment filed by Circuit Judge SCHALL, in which Circuit Judge CLEVENGER joins. Opinion concurring in the judgment filed by Circuit Judge LINN.

{Choosing to follow the decision in Warner-Lambert out of deference to intracircuit homogeneity, the panel issued a per curiam opinion following the other panel’s reasoning and then all signed on to concurrences that criticize the panel’s method of statutory construction and interpretation in the prior case. – DBA}

PER CURIAM.

This appeal presents the question of whether the Hatch-Waxman Act, allows an action for induced infringement based upon the filing of an Abbreviated New Drug Application (“ANDA”), in the following circumstances: (i) The patent at issue claims a method of using a specified drug for a particular purpose, but that use has not been approved by the Food and Drug Administration (“FDA”) based upon a New Drug Application (“NDA”); (ii) the ANDA applicant seeks approval for the production of a generic version of the drug for a use that is different from the method of use of the drug that is claimed in the patent; and (iii) the generic drug that is the subject of the ANDA is effective for the method of use that is claimed in the patent.

{See Fact Table – DBA - 7 for a summary of the case but note this one line of the court’s fact summary – DBA}. Brimonidine itself is not patented, and the FDA has not approved brimonidine for the uses claimed in the ‘415 and ‘741 patents. However, brimonidine is effective for those uses. 

…
Prior to January 16, 2003, the question presented in this case represented an issue of first impression. …Based upon Warner-Lambert, we affirm the district court’s decision that the action for induced infringement brought by Allergan is not cognizable under 35 U.S.C. § 271(e)(2).

{History of the Hatch-Waxman Act omitted. – DBA}

II. The ‘415 and ‘741 Patents

This case arises out of Alcon’s and B&L’s efforts to market a generic version of Allergan’s medication, Alphagan. Alphagan is used in the treatment of open-angle glaucoma, a disease of the eye that results in the deterioration of vision.…Brimonidine is not protected by a patent and is therefore in the public domain.… The ‘415 and ‘741 patents do not claim the use of brimonidine for reducing IOP. That use, like the drug itself, is unpatented and in the public domain.…The ‘415 and ‘741 patents carry terminal disclaimers to the ‘329 patent. The ‘329 patent was filed on June 28, 1995. Therefore, due to the terminal disclaimers, all three patents expire on June 28, 2015. After the ‘415 and ‘741 patents issued in 2001, Allergan submitted information relating to the patents to the FDA so that they could be listed in the Orange Book.

III. Alcon’s and B&L’s ANDAs and Allergan’s Lawsuit

In October of 2001, Alcon filed an ANDA for brimonidine, and in November of 2001, B&L filed one as well. In their ANDAs, Alcon and B&L stated that they were seeking approval from the FDA to produce and sell a generic version of brimonidine for use in lowering IOP in patients with open-angle glaucoma or ocular hypertension. Neither Alcon nor B&L sought FDA approval for the methods of using brimonidine claimed in the ‘415 and ‘741 patents. As part of their respective ANDAs, Alcon and B&L filed Paragraph IV certifications {DBA - 5}, based on Allergan’s Orange Book listings, indicating that Allergan’s ‘415 and ‘741 patents were not infringed and that, to the extent Allergan asserted that the patents covered IOP lowering, they were invalid. After Alcon and B&L gave Allergan notice of the filing of their ANDAs for brimonidine, Allergan instituted suit against both companies in the United States District Court for the Central District of California within the 45 day time period set forth in 21 U.S.C. § 355(j)(5)(B)(iii). Allergan brought its suit under 35 U.S.C. § 271(e)(2), alleging that if the FDA approved Alcon’s and B&L’s ANDAs, Alcon and B&L would induce doctors to infringe the ‘415 and ‘741 patents by prescribing brimonidine for neuroprotection and would induce patients to infringe by using brimonidine for neuroprotection. Allergan also alleged that, through the submission of their ANDAs, Alcon and B&L were liable for infringement because they violated 35 U.S.C. §  271(e)(2) directly.

…Alcon and B&L moved for summary judgment of non-infringement, arguing that a claim of induced infringement is not cognizable under section 271(e)(2) where, as here, the ANDA is for a use of the drug that is different from the use of the drug that is claimed in the asserted patent. In ruling on the motions, the district court noted that, as far as Alcon was concerned, Allergan had presented sufficient evidence to present a triable issue of fact with regard to induced infringement, or had at least presented sufficient evidence to proceed to discovery. n5 Allergan, 200 F. Supp. 2d at 1225, 63 USPQ2d at 1431. The district court did not make a similar finding with respect to B&L. The district court, nevertheless, granted Alcon’s and B&L’s motions. …

n5 Responding to the summary judgment motions, Allergan presented evidence in the form of research papers, patents, and articles suggesting that the neuroprotective functions of brimonidine are well known in the medical field and that doctors are currently prescribing brimonidine for neuroprotective purposes. In addition, Allergan submitted evidence of instances where Alcon allegedly advertised an ANDA approved drug for uses other than those uses approved by the FDA. Finally, Allergan presented evidence indicating that Alcon and B&L have included articles on their websites that discuss brimonidine’s neuroprotective properties.

Allergan now appeals the district court’s grant of Alcon’s and B&L’s motions for summary judgment. 

DISCUSSION

{The court goes on to a lengthy discussion of the jurisdictional requirements of § 271(e)(2), as well as the standard of review in patent cases and the induced infringement arguments of the appellants that do not concern us here…a summary of their holding is presented below. – DBA}
…

Under Warner-Lambert, Allergan is precluded from suing Alcon and B&L under section 271(e)(2) for inducing infringement of the ‘415 and ‘741 patents, because Alcon and B&L are not seeking FDA approval for the uses claimed in the patents and because the uses claimed in the patents are not FDA-approved. n9 

n9 Allergan’s alternative argument is that section 271(e)(2) provides a direct cause of action that makes an ANDA filer in a case such as this liable for infringement based simply upon the filing of the ANDA. According to Allergan, “on its face, § 271(e)(2)(A) requires that, if a person submits an ANDA for a drug, the use of which is claimed in a patent, in order to engage in the commercial manufacture, use, or sale of the drug, that person has committed an act of infringement.” Warner-Lambert 

bars Allergan’s direct infringement claim. …We reject Allergan’s contention that section 271(e)(2) acts as a strict liability statute.

CONCLUSION

For the foregoing reasons, the decision of the district court granting summary judgment in favor of Alcon and B&L is affirmed.

COSTS

Each party shall bear its own costs.

AFFIRMED

CONCUR: SCHALL, Circuit Judge, concurring in the judgment, with whom Circuit Judge CLEVENGER joins.

Because this case is controlled by Warner-Lambert Co. v. Apotex Corp., 316 F.3d 1348, (Fed. Cir. 2003), we must affirm the district court’s grant of summary judgment in favor of Alcon and B&L, and I therefore join in the judgment of the court in this case. However, I write separately to express my respectful disagreement with the decision of the court in Warner-Lambert. In my view, contrary to the conclusion reached in Warner-Lambert, a claim of induced infringement like the one asserted by Allergan against Alcon and B&L is cognizable under 35 U.S.C. § 271(e)(2). I say this for the following reasons:

{Despite the fact that both J. Schall and J. Linn talk about induced infringement as the basis of their concurrences their disagreement with the statutory interpretation of the Warner-Lambert court has as much to do with direct infringement actions under § 271(e)(2) as induced infringement ones. – DBA}
A. 35 U.S.C. § 271(e)(2)

Statutory interpretation necessarily begins with the text of the statute. Our task is to determine whether the statutory language “has a plain and unambiguous meaning with regard to the particular dispute in the case. Our inquiry must cease if the statutory language is unambiguous and ‘the statutory scheme is coherent and consistent.’“ (quotations omitted) is “plain and unambiguous.” The statute provides in relevant part as follows:

(2) It shall be an act of infringement to submit -

(A) an [ANDA] for a drug claimed in a patent or the use of which is claimed in a patent. . .

if the purpose of such submission is to obtain approval under [the FDCA] to engage in the commercial manufacture, use, or sale of a drug . . . claimed in a patent or the use of which is claimed in a patent before the expiration of such patent.

35 U.S.C. § 271(e)(2) (emphasis added).

In interpreting a statute, we presume that Congress intended to give words their ordinary meanings. In section 271(e)(2), Congress chose to employ the clause “the use of which is claimed in a patent” in two places. In both places, the words “of which” refer to the word “drug.” Thus, Congress did not tie “the use” to the uses stated in the ANDA. Rather, Congress tied “the use” to the uses claimed in the patent. In short, the plain language of section 271(e)(2) compels the conclusion that an action for infringement may lie based upon the filing of an ANDA for a drug whose use is patented, even if approval for the patented use is not sought in the ANDA. 35 U.S.C. § 271(e)(2). Alcon’s and B&L’s conduct brings them squarely within the language of section 271(e)(2). That is because each has filed an ANDA seeking approval for the commercial sale of a drug (brimonidine) whose use is claimed in two patents that have not yet expired, the ‘415 patent and the ‘741 patent.

Alcon argues that an action for infringement of a method of use patent may only be brought under 35 U.S.C. § 271(e)(2) in the case of a “controlling use patent.” Congress was fully aware of the concept of controlling use.. Yet, Congress declined to employ that concept when it wrote section 271(e)(2). Chicago v. Envtl. Def. Fund, 511 U.S. 328, 337 (1994) (“But it is the statute, and not the Committee Report, which is the authoritative expression of the law, and the statute prominently omits reference to generation.”) (emphasis in original).

In order to prevail on a claim of infringement under section 271(e)(2), a patent holder must establish that “if the drug were approved based upon the ANDA, the manufacture, use, or sale of that drug would infringe the patent in the conventional sense.” Glaxo, Inc. v. Novopharm, Ltd., 110 F.3d 1562, (Fed. Cir. 1997). That is because section 271(e)(2) “makes it possible for a patent owner to have the court determine whether, if a particular drug were put on the market, it would infringe the relevant patent.” Bristol-Myers Squibb Co. v. Royce Lab., Inc., F.3d 1130 

(Fed. Cir. 1995).  Thus, in order to prevail on a claim of induced infringement under section 271(e)(2), a patent holder must establish the traditional elements of a claim of induced infringement. In other words, the patentee must show that, if the ANDA is approved, the accused infringer will induce a third party to directly infringe the asserted patent and that the accused infringer knows or should know that his actions will induce infringement. 

Absent Warner-Lambert, I would hold that Allergan’s claims of induced infringement against Alcon and B&L are cognizable under 35 U.S.C. § 271(e)(2). In that regard, I note what I believe to be the difference between (1) an infringement action involving a method of use patent that claims a use that is the subject of an ANDA and (2) an infringement action involving a patent that claims a use that is not the subject of an ANDA. The only difference between the two types of actions is the degree of proof required. In each case, in order to establish infringement under section 271(e)(2), a patent holder must prove that, upon approval of the ANDA, the ANDA filer will actively induce a third party to directly infringe the asserted patent.. In the first case, the ANDA filer included a request to use the patented method of use in the ANDA itself. The request in the ANDA is highly probative evidence of likely induced infringement. The ANDA request, however, is just that, evidence. In the second case, a patent holder is not precluded from producing other evidence that also shows induced infringement. As we stated in Glaxo, “the plain language of the statute does not . . . mandate an infringement analysis limited to the scope of the approval sought.” 

Under my reading of the statute, Allergan has stated a cause of action for induced infringement under section 271(e)(2) and would have been able to use evidence outside the ANDA itself to show infringement of its patents Alcon and B&L point to the fact that an ANDA may not seek approval from the FDA for an unapproved use of a drug. Based upon that fact, they argue that they are precluded by threat of civil and criminal penalties from applying to the FDA to market their generic versions of brimonidine for an unapproved use, such as neuroprotection. I am not persuaded by this argument. The fact that an ANDA may not seek approval from the FDA for an unapproved use of a drug does not mean that section 271(e)(2) fails to create an act of infringement with respect to a patent that claims that unapproved use. It merely suggests that a responsible drug manufacturer will be deterred from marketing a drug for an unapproved use in violation of the law. The threat of a patent infringement suit would further deter a generic drug manufacturer from marketing a generic drug for an off-label patented use and would provide a patentee an enforcement mechanism in the event a generic drug manufacturer violates the law. As I have explained, I believe that section 271(e)(2), by its terms, gives a method of use patent owner the right to bring an action for induced infringement based upon a generic drug manufacturer’s filing of an ANDA even if the ANDA does not refer to the use claimed in the patent.
B. 21 U.S.C. § 355(b)(1), 21 U.S.C. § 355(j)(2)(A), and 35 U.S.C. § 271(e)(4)

Alcon and B&L point to (i) 21 U.S.C. § 355(b)(1) (the “Patent Listing Provision”){DBA - 4}; (ii) 21 U.S.C. §  355(j)(2)(A) (the “Patent Certification Provision”){DBA - 4}; and (iii) 35 U.S.C. § 271 (e)(4) (the “Remedy Provision”){DBA - 4}. They argue that a correct reading of these statutes undermines the proposition that a method of use patent holder may bring an action under 35 U.S.C. § 271(e)(2) for induced infringement when the patent at issue claims a use for a drug not approved by the FDA and the claimed use is not the use of the drug for which the  ANDA filer seeks FDA approval. I address these contentions in turn.

(i) The Patent Listing Provision, 21 U.S.C. § 355(b)(1)

The Patent Listing Provision provides in pertinent part as follows: {DBA - 4}
…Alcon and B&L assert that, as far as method of use patents are concerned, a NDA applicant may only file the patent number and expiration date (“patent information”) for patents that claim uses that are stated in the NDA. They also argue that a successful NDA applicant must seek to have removed from the Orange Book any patent that does not claim a use for which the NDA is approved. Accordingly, Alcon and B&L contend that Allergan, as the NDA holder for brimonidine, improperly obtained the listing of its method of use patents in the Orange Book because the neuroprotective function of brimonidine is not an indication for brimonidine that has been approved by the FDA. Allergan responds that the Patent Listing Provision does not limit the method of use patents that should be listed in the Orange Book to only those method of use patents that cover uses approved through the NDA process.

{This position is in opposition to the holding in Warner-Lambert. – DBA}

In my view, Allergan’s reading of the statute is 

true to its words. First, Congress chose to include the word “any” before “patent.” Congress thus required that “any patent . . . which claims a method of using such drug . . .” must be listed. 21 U.S.C. § 355(b)(1) (emphasis added). Second, in the part of the statute that states “the applicant shall file with the [NDA] the patent number and the expiration date of any patent which claims the drug for which the applicant submitted the application,” the word “drug” is followed by the words “for which the applicant submitted the application.” Id. However, the “or which claims a method of using” language of the statute, which immediately follows, contains no limitation that the method of using the drug be contained in the NDA. I believe the meaning of the statutory language is plain and unambiguous. A pharmaceutical manufacturer, such as Allergan, who holds an approved NDA for a drug is required to provide patent information for listing in the Orange Book for any patent which claims a method of using the approved drug that is issued after the NDA is approved.

{Do you agree with J. Schall or J. Lourie? – DBA}

 …
{J. Schall then goes on to discuss the history of the Patent Listing Provision and what at the time was the proposed revision of 21 C.F.R. § 314.53.  As he dissects the statutory history he comes to the conclusion that Congress’s intent in passing the provision is not in accord with the new regulation, nor is the plain language of the statute.  Below he details his belief that Congress is the one who should make such decisions. – DBA}

If Congress determines that the owner of a method of use patent should not have an action for induced infringement against an ANDA filer in the circumstances that exist in this case, or that a more lenient injunctive remedy should be available for infringers of such method of use patents, it can amend section 271(e)(2) or section 271(e)(4) so as to compel a result different from the one I would reach. However, until Congress takes such action, I believe we must apply the statute as written.

For the foregoing reasons, I respectfully disagree with the decision of the court in Warner-Lambert. I would hold that 35 U.S.C. § 271(e)(2) may serve as the basis for an infringement action with respect to a method of use patent for an off-label use, when the patentee can prove that an ANDA applicant applying for the right to manufacture, use, or sell a drug actively encourages doctors and/or patients to use the generic version of the drug for the patented off-label use once the ANDA is approved. As a result, were I free to do so, I would reverse the decision of the district court and would remand the case in order to allow Allergan’s suit for induced infringement under section 271(e)(2) to proceed. 

LINN, Circuit Judge, concurring in the judgment.

I concur in the conclusion of the panel that this case is controlled by Warner-Lambert Co. v. Apotex Corp., 316 F.3d 1348 (Fed. Cir. 2003) {DBA - 8}. I also agree that it is reasonable, as a matter of patent policy, to conclude, as the Warner-Lambert panel did, that it should not be “an act of infringement to submit an ANDA for approval to market a drug for a use when neither the drug nor that use is covered by an existing patent, and the patent at issue is for a use not approved under the NDA.” Id. at 1354-55. I write separately to express my disagreement not with the logical conclusions reached by the court in Warner-Lambert but with the court’s looking beyond the congressional intent expressed in the plain meaning of the statute to reach those conclusions. In my opinion, the court in Warner-Lambert has ventured beyond our interpretive role and, in interpreting the complex statutory scheme before it, has allowed its policy choices and its evaluation of the legislative history--reasonable as they may be--to override the terms of the statute chosen by Congress.

While the statutory scheme forming the basis for an ANDA filing is hardly a model of clarity, 35 U.S.C. § 271(e)(2) is itself not grammatically complex. It simply states that “it shall be an act of infringement to submit-- (A) an application under section 505(j) of the Federal Food, Drug, and Cosmetic Act . . . for a drug claimed in a patent or the use of which is claimed in a patent.” The normal reading of “the use” in this context is simply “any use.” This is also consistent with the surrounding provisions of the Hatch-Waxman Act, as carefully described in Judge Schall’s concurring opinion. There is no indication that Congress deliberately selected the definite article in order to restrict the scope of the term to a use already approved by the FDA. Rather, the language employed is simply the natural way to express the concept that the filing of an ANDA to produce a drug having a patented use is an act of infringement. In such cases, our judicial role is to follow the plain meaning of the particular provision at issue, even if there are policy concerns that could be addressed by declining to adhere to the strict literal terms of the statutory language Congress has employed. 

In effect, the court in Warner-Lambert reads the 

words “the use for which the FDA has granted an NDA” into the statute, concluding that “it is clear that the phrase ‘the use’ in § 271(e)(2)(A) refers to the use for which the FDA has granted an NDA.” Warner-Lambert, 316 F.3d at 1356. Moreover, the opinion discusses the purposes of the Hatch-Waxman Act and concludes that a broader interpretation of section 271(e)(2) would lead to undesirable consequences:

{J. Linn then quotes the “sword as a shield comments by J. Lourie – DBA - 11}
 However compelling such arguments may be, it is the function of Congress, not the courts, to shape legislation in accordance with policy goals. “Under our constitutional framework, federal courts do not sit as councils of revision, empowered to rewrite legislation in accord with their own conceptions of prudent public policy.” 

It is for Congress, not this court, to explain why the intent expressed in the plain meaning of the language used in section 271(e)(2) does not reflect its intent as to the policy governing applications by generic drug manufacturers to produce drugs that may have patented “off-label” uses. The importance of this issue suggests that Congress consider revisiting the terms of the Hatch-Waxman Act to clarify or confirm its intent. In the absence of any congressional action to that end, I would interpret the statute as set forth in Judge Schall’s concurring opinion if I were not bound to follow the precedent of our Warner-Lambert decision.
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