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Patent Law – Merges 2005
Patent protection is derived from Const. Art. I, Sec. 8, cl. 8 – Congress has the power “to promote the Progress or Science and useful Arts.”

The PTO’s issuance of a patent creates a presumption of validity, rebuttable by a showing of clear and convincing evidence. 35 U.S.C. § 282.  
Patentable Subject Matter

Sec. 101. - Inventions patentable 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the conditions and requirements of this title.

What is not patentable? 

· Law of Nature

· Physical Phenomena

· Abstract Ideas

Core Cases

Diamond v. Chakrabarty (1980) - The Court explained that while natural laws, physical phenomena, abstract ideas, or newly discovered minerals or plants are not patentable, a live artificially-engineered microorganism is.  The creation of a bacterium that is not found anywhere in nature, constitutes a patentable “manufacture” or “composition of matter” under Section 101.  Congress plainly contemplated that the patent laws would be given wide scope to cover “products of human ingenuity.”  Congress intended statutory subject matter to include anything under the sun that is made by man.   
Parke-Davis & Co v. H.K. Mulford Co. (1911) – Upholding a patent for isolated and purified form of a substance, adrenaline, found in nature.  A new and useful purified and isolated DNA compound is eligible for patenting because it “it became for every practical purpose a new thing commercially and therapeutically.”
Funk Brothers Seed Co. v. Kalo Inoculant Co. (1948) – Respondent's discovery that certain strains of each species of the bacteria involved could be mixed without harmful effect to the properties of either was a discovery of their qualities of noninhibition. It was not patentable because it was no more than a discovery of the laws of nature. Respondent's discoveries did not make the bacteria perform in any other way than their natural way.
JEM Ag Supply (2001): Newly developed plant breeds fall within the subject matter of §101, and neither the PPA nor the PVPA limits the scope of §101’s coverage. 

Computer Software

Gottschalk v. Benson (1972) – Method of converting BCD numbers into binary was held unpatentable because abstract mathematical formulas cannot be patented and granting a patent would simply preempt the use of the formula.

Diamond v. Diehr (1980) – Process for curing rubber deemed patentable.  Applicants are not seeking to preempt use of the mathematical formula embedded within the process.  Post-calculation activity became the new focus of patentability.  

Business Methods

State Street Bank v. Signature Financial Group (1998) – The transformation of data, representing discrete dollar amounts, through a series of mathematical calculations, by a machine, into a final share price, does constitute a practical application of a mathematical algorithm, formula or calculation because the transformation produces a useful, concrete, and tangible result. Hence, the transformation is eligible subject matter because it passes the test for utility. The Court laid to rest the ill-conceived business method exception to patentability, paving the way for business method patents.
Prior User Rights: §273: “It shall be a defense to an action for infringement under section 271 of this title with respect to any subject matter that would otherwise infringe one or more claims for a [business] method in the patent being asserted against a person, if such person had, acting in good faith, actually reduced the subject matter to practice at least 1 year before the effective filing date of such patent, and commercially used the subject matter before the effective filing date of such patent.”
Medical Procedures
Infringement remedies are limited on patents for medical procedures. 35 U.S.C. § 287.
Utility

Applicant must assert that the claimed invention is useful for any particular practical purpose (i.e., it has a "specific and substantial utility") and the assertion would be considered credible by a person of ordinary skill in the art.
Credible Utility: whether a person or ordinary skill in the art would accept that the invention is currently available for its purported use

Specific Utility: Disclosure must specifically point out intended use (“biological activity” is not enough) 
Substantial Utility: A claimed invention must have a specific and substantial utility. This requirement excludes "throw-away," "insubstantial," or "nonspecific" utilities, such as the use of a complex invention as landfill, as a way of satisfying the utility requirement.

Moral Utility: The fact that one product can be altered to look like another is in itself a specific benefit to satisfy the utility requirement.  Juicy Whip, Inc. v. Orange Bang, Inc. (1999).

Drug Products: It is generally sufficient to show a reasonable correlation between evidence and utility.  Structural similarity to useful products, data from in vitro and animal testing may be sufficient. As such, pharmacological or therapeutic inventions that provide any "immediate benefit to the public" satisfy § 101. Nelson v. Bowler (1981).
Brenner v. Manson (1966) – A patent is not a reward for the search, but compensation for its successful conclusion; until process claims have been reduced to production of a product shown to be useful, the metes and bound of that monopoly are not capable of precise delineation. “[A] patent is not a hunting license. It is not a reward for the search, but compensation for its successful conclusion.”
In re Brana (1995): A deficiency under 35 U.S.C. 101 also creates a deficiency under 35 U.S.C. § 112, first paragraph. Proof of an alleged pharmaceutical property for a compound by statistically significant tests with standard experimental animals is sufficient to establish utility. Food and Drug Administration approval is not a prerequisite for finding a compound useful within the meaning of the patent laws. Usefulness in patent law, and in particular in the context of pharmaceutical inventions, necessarily includes the expectation of further research and development. The stage at which an invention in this field becomes useful is well before it is ready to be administered to humans.
35 U.S.C. § 112
§112, ¶1: “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 of carrying out his invention.”  
The United States Supreme Court acknowledges written description as a statutory requirement distinct not only from the best mode requirement, but also from enablement. Festo Corp. v. Shoketsu Kinzoku Kogyo Kabushiki Co. (2002).
Written Description of the Invention

Test:  Specification must convey with reasonable clarity that the patentee was in possession of the subject matter of the claims at the time the patent was filed. 
Whether a specification complies with the written-description requirement is a question of fact.

Gentry Gallery, Inc. v. The Berkline Corp. (1998): “To fulfill the written description requirement, the patent specification must clearly allow persons of ordinary skill in the art to recognize that the inventor invented what is claimed. An applicant complies with the written description requirement by describing the invention, with all its claimed limitations.” Claims were invalid because they omit an essential element disclosed in the specification. [Omitted element test was disavowed in Sun Microsystems, Inc. v. Kingston.(N.D. Cal. 2001)
Univ. of Rochester v. G.D. Searle & Co. (2003): “Constructive reduction to practice is an established method of disclosure under patent law, but an application must nonetheless describe the claimed subject matter in terms that establish that the applicant was in possession of the claimed invention, including all of the elements and limitations.”
Enablement
Test: whether a person of ordinary skill in the art would be required to engage in undue experimentation in order to make and use the invention. 
Whether a claim is enabled is a question of law.

The Incandescent Lamp Patent (1895): “If the description of a device in a patent application be so vague and uncertain that no one can tell, except by independent experiments, how to construct the patented device, the patent is void.” An enablement problem arises when many embodiments would not function successfully, with a “success” defined as the state objective of the invention. If the specification disclosed “some general quality, running through the whole fibrous and textile kingdom, which…gave it a peculiar fitness for the particular purpose” then the claim would have been enabled.
Means + Function Claims (§112 ¶6)
· Means plus functions claims shall be construed to cover the corresponding structure, material, or acts described in the specification and equivalents thereof. (equivalents determined at time of filing)
· If means plus function claims do not have a corresponding supporting structure in the specification they are indefinite.
Definiteness of Claims

TEST: The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the subject matter which the applicant regards as his invention.

Orthokinetics, Inc. v. Safety Travel Chairs, Inc (1986): A decision on whether a claim is invalid under 35 U.S.C.S. § 112(2) requires a determination of whether those skilled in the art would understand what is claimed when the claim is read in light of the specification. If the language is as precise as the subject matter permits, the courts can demand no more.
Best Mode
Test: Applicant must disclose the best mode known or contemplated of carrying out his invention at the time of filing.
Chemcast Corp. v. Arco Industries Corp. (1990): “the [best mode requirement] requires an inventor to disclose the best mode contemplated by him, as of the time he executes the application, of carrying out his invention… The best mode inquiry focuses on the inventor's state of mind as of the time he filed his application: a subjective, factual question. But this focus is not exclusive. The court's statements, that there is no objective standard by which to judge the adequacy of a best mode disclosure and that only evidence of concealment (accidental or intentional) is to be considered, assume that both the level of skill in the art and the scope of the claimed invention were additional, objective metes and bounds of a best mode disclosure.”  
Novelty under § 102
Sec. 102(a) – Inquiry is on the actions of persons other than the inventor prior to the date of invention
Sec. 102. - Conditions for patentability; novelty and loss of right to patent 

A person shall be entitled to a patent unless - 

(a) the invention was [publicly] known or [publicly] used by others in this country, or patented or described in a printed publication in this or a foreign country, before the invention thereof by the applicant for patent, or 
(e) the invention was described in a patent granted on an application for patent by another filed in the United States before the invention thereof by the applicant for patent, or on an international application by another before the invention thereof by the applicant for patent

Inherency
In re Robertson (1999): “Anticipation under 35 U.S.C.S. § 102(e) requires that each and every element as set forth in the claim is found, either expressly or inherently described, in a single prior art reference…If the prior art reference does not expressly set forth a particular element of the claim, that reference still may anticipate if that element is “inherent” in its disclosure. To establish inherency, the extrinsic evidence must make clear that the missing descriptive matter is necessarily present in the thing described in the reference and that it would be so recognized by persons of ordinary skill. Inherency, however, may not be established by probabilities or possibilities. The mere fact that a certain thing may result from a given set of circumstances is not sufficient.”
“That which would literally infringe if later in time anticipates if earlier than the date of invention.” Lewmar Marine v. Barient (1987).

Schering Corp. v. Geneva Pharms., Inc (2003): In the context of determining the validity of a patent, inherent anticipation does not require that a person of ordinary skill in the art at the time would have recognized the inherent disclosure. Where the result is a necessary consequence of what was deliberately intended, it is of no import that the article's authors did not appreciate the results. Inherency, like anticipation itself, requires a determination of the meaning of the prior art. Thus, a court may consult artisans of ordinary skill to ascertain their understanding about subject matter disclosed by the prior art, including features inherent in the prior art. A court may resolve factual questions about the subject matter in the prior art by examining the reference through the eyes of a person of ordinary skill in the art, among other sources of evidence about the meaning of the prior art.

The Enablement Standard for Anticipation
A prior art reference cannot anticipate an invention unless the reference is enabling. 
In re Hafner (1969): “A disclosure lacking a teaching of how to use a fully disclosed compound for a specific, substantial utility or of how to use for such purpose a compound produced by a fully disclosed process is, under the present state of the law, entirely adequate to anticipate a claim to either the product or the process and, at the same time, entirely inadequate to support the allowance of such a claim…§ 112 provides that the specification must enable one skilled in the art to "use" the invention whereas § 102 makes no such requirement as to an anticipatory disclosure.”

· The disclosure of how to use must relate to a use of the kind considered by the Supreme Court in Brenner v. Manson to be a sufficient utility.
· A reference that constitutes prior art merely need to be enabled with “adequate directions for the practice of the patent” in order to anticipate. In other words, an anticipatory reference must contain sufficient information to allow a person to “practice the invention.” (Seymour v. Osborne)
Titanium Metals Corp. v. Banner (1985): “Enablement in this case involves only being able to make the alloy, given the ingredients and their proportions without more. The evidence here, however, clearly answers that question in two ways. Appellee's own patent application does not undertake to tell anyone how to make the alloy it describes and seeks to patent. It assumes that those skilled in the art would know how. Secondly, appellee's expert, Dr. Williams, testified on cross examination that given the alloy information in the Russian article, he would know how to prepare the alloys "by at least three techniques." Enablement is not a problem in this case.”

· Where the anticipatory reference is a public use, rather than a publication, some case law suggests that the enablement standard does not apply.  Such uses may be non-informing products as in Lockwood v. American Airlines (1997). 
“Used by Others”
Rosaire v. Baroid Sales Div., Nat'l Lead Co. (1955): “An unsuccessful experiment that is later abandoned does not negative novelty in a new and successful device. Nevertheless, the existence and operation of a machine, abandoned after its completion and sufficient use to demonstrate its practicability, is evidence that the same ideas incorporated in a later development along the same line do not amount to invention.”

· “Public” Equals Nonsecret
Egbert v. Lippmann (1881): The public use of an invention for more than two years before application, even without his consent and allowance, renders the letters-patent therefor void. To constitute the public use of an invention it is not necessary that more than one of the patented articles should be publicly used. The use of a great number may tend to strengthen the proof, but one well-defined case of such use is just as effectual to annul the patent as many. If an inventor sells a machine of which his invention forms a part, and allows it to be used without restriction of any kind, the use is a public one. Retention of control over the use is key.
“On Sale”
TEST:

1. Ready for patenting



2. Commercial Offer for Sale

Pfaff v. Wells Elecs (1998): The on-sale bar to patentability applies when two conditions are satisfied before the critical date. First, the product must be the subject of a commercial offer for sale. An inventor can both understand and control the timing of the first commercial marketing of his invention. There is no reason why unmanageable uncertainty should attend a rule that measures the application of the on-sale bar of 35 U.S.C.S. § 102(b) against the date when an invention that is ready for patenting is first marketed commercially. Second, the invention must be ready for patenting. That condition may be satisfied in at least two ways: by proof of reduction to practice before the critical date; or by proof that prior to the critical date the inventor had prepared drawings or other descriptions of the invention that were sufficiently specific to enable a person skilled in the art to practice the invention.  
“Printed Publication”
In re Klopfenstein (2004): “The statutory phrase “printed publication” under 35 U.S.C.S. § 102(b) has been interpreted to mean that before the critical date the reference must have been sufficiently accessible to the public interested in the art; dissemination and public accessibility are the keys to the legal determination whether a prior art reference was published…The expertise of the intended audience can help determine how easily those who viewed it could retain the displayed material. A reference, however ephemeral its existence, may be a "printed publication" under 35 U.S.C.S. § 102(b) if it goes direct to those whose interests make them likely to observe and remember whatever it may contain that is new and useful…Whether a party has a reasonable expectation that the information it displays to the public will not be copied aids a 35 U.S.C.S. § 102(b) inquiry.”
In re Hall: public accessibility is the touchstone in determining whether a reference constitutes a printed publication.
Experimental Use Exception
Factors – 1) Good faith effort to reduce to practice invention; 2) Invention cannot feasibly be tested in private; 3) due diligence; 4) under control of the inventor

City of Elizabeth v. Pavement Co. (1877) – Invention was publicly used for six years; the use of an invention by the inventor himself, or by another person under his direction, by way of experiment, and in order to bring the invention under his direction, is experimental use. 
Statutory Bars

§102(b), (c), and (d) are statutory bars to patenting.
Sec. 102(b) – Inquiry is on the actions of the inventor and others more than one year prior to the date the application was filed
Sec. 102. - Conditions for patentability; novelty and loss of right to patent 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on sale in this country, more than one year prior to the date of the application for patent in the United States, or 

(c) he has abandoned the invention, or 

(d) the invention was first patented or caused to be patented, or was the subject of an inventor's certificate, by the applicant or his legal representatives or assigns in a foreign country prior to the date of the application for patent in this country on an application for patent or inventor's certificate filed more than twelve months before the filing of the application in the United States.
§102(c )Abandonment

· Express Abandonment: Express statement, openly disclaiming any intent to obtain a patent.

· Implied Abandonment: Abandonment through conduct by the inventor that indicates intent to forego a patent.

§102(f): Derivation
· Must show previous conception by another and conveyance to applicant.
· Overseas actions may be use to establish derivation without regard to the limitations of § 104.

· Corroboration requirement still applied to invalidate a patent.
Campbell v. Spectrum Automation Co. (1975): Plaintiff brought action against defendant for infringement. Defendant counterclaimed, contending that the patent was invalid and therefore could not be infringed, as plaintiff was not the true inventor. Based on review of the record, the court found evidence sufficiently strong to satisfy the clear and convincing standard, and it held that the district court was correct in finding that defendant had carried that heavy burden. 
§102(g): Interference / Priority
Sec. 102

(g) (1) during the course of an interference conducted under section 135 or section 291, another inventor involved therein establishes, to the extent permitted in section 104, that before such person's invention thereof the invention was made by such other inventor and not abandoned, suppressed, or concealed, or (2) before such person's invention thereof, the invention was made in this country by another inventor who had not abandoned, suppressed, or concealed it. In determining priority of invention under this subsection, there shall be considered not only the respective dates of conception and reduction to practice of the invention, but also the reasonable diligence of one who was first to conceive and last to reduce to practice, from a time prior to conception by the other. 

· The inventor first to reduce to practice is prima facie the first and true inventor, but the first conceiver may still prevail if he is able to prove reasonable diligence prior to the second conception.
· In other words, the first inventor to reduce to practice has priority unless junior inventor can show 1) a prior conception and 2) reasonable diligence from before senior inventor’s conception to his reduction to practice.

Reasonable Diligence – Vacation, insufficient funds, etc. are not sufficient excuses.

Peeler v. Miller (1976): The passage of a long period between reduction to practice and filing raises an inference that the purported reduction to practice was an abandoned experiment. Proof of specific intent to suppress is not necessary where the time between actual reduction to practice and filing is unreasonable. Four years to file is prima facie unreasonable. 
Rule 131: Establishing a Date of invention

The showing of facts shall be such, in character and weight, as to establish reduction to practice prior to the effective date of the reference, or conception of the invention prior to the effective date of the reference coupled with due diligence from prior to said date to a subsequent reduction to practice or to the filing of the application. Original exhibits of drawings or records, or photocopies thereof, must accompany and form part of the affidavit or declaration or their absence must be satisfactorily explained 
Non-obviousness
§103. Conditions for patentability; non-obvious subject matter

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are such that the subject matter as a whole would have been obvious at the time the invention was made to a person having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the manner in which the invention was made.

· Must be analogous prior art – either 1) from the same field of endeavor or 2) reasonably related to the particular problem.

Graham v. John Deere Co. (1966) – The determination of non-obviousness is made after establishing the scope and content of prior art, the differences between the prior art and the claims at issue, and the level of ordinary skill in the pertinent art. The Court concluded that the patents do not meet the test of the "nonobvious" nature of the "subject matter sought to be patented" to a person having ordinary skill in the pertinent art and were therefore invalid. 

Secondary Considerations: objective evidence required in analysis of non-obviousness

1. Long-felt but unsolved need

2. Commercial Success

3. Failed Efforts of Others

4. Copying by Others

5. Praise for the Invention

6. Unexpected Results

7. Disbelief by Experts

Suggestion or Motivation to Combine: Either via the nature of the problem to be solved, the teachings of the prior art, or the knowledge of persons of ordinary skill in the art.
Ruiz v. Chance (2000): It is insufficient to establish obviousness that the separate elements of the invention existed in the prior art, absent some teaching or suggestion, in the prior art, to combine the elements. The reason, suggestion, or motivation to combine may be found explicitly or implicitly: (1) in the prior art references themselves; (2) in the knowledge of those of ordinary skill in the art that certain references, or disclosures in those references, are of special interest or importance in the field; or (3) from the nature of the problem to be solved, leading inventors to look to references relating to possible solutions to that problem. While the references need not expressly teach that the disclosure contained therein should be combined with another, the showing of combinability must be clear and particular. Factors that may be considered in determining the ordinary level of skill in the art include: (1) the types of problems encountered in the art; (2) the prior art solutions to those problems; (3) the rapidity with which innovations are made; (4) the sophistication of the technology; and (5) the educational level of active workers in the field.  
Nonanalogous Art
In re Clay (1992): Although 35 U.S.C.S. § 103 does not, by its terms, define the art to which the subject matter sought to be patented pertains, this determination is frequently couched in terms of whether the art is analogous or not, whether the art is too remote to be treated as prior art. Two criteria determine whether prior art is analogous: (1) whether the art is from the same field of endeavor, regardless of the problem addressed, and (2) if the reference is not within the field of the inventor's endeavor, whether the reference still is reasonably pertinent to the particular problem with which the inventor is involved.
Claims
Markman v. Westview Instruments (1996): The construction of a patent, including terms of art within its claim, is exclusively within the province of the court. Judges, not juries, are the better suited to find the acquired meaning of patent terms. 
Non-literal Infringement: If it performs substantially the same function in substantially the same way to obtain the same result. Graver Tank (1950)

· Limited by prosecution history estoppel – Presumption that amendments made during prosecution were made to escape prior art. Warner-Jenkinson (1997).  Presumption is rebuttable by evidence that amendments were unrelated to patentability.  

1. Festo Standard for rebutting prosecution history estoppel:

2. alleged equivalent not reasonably foreseeable by PHOSITA at the time of the amendment

3. Rationale underlying amendment tangentially related to equivalent

4. Other reason why patentee could not have described the substitute

Prosecution History Estoppel
The scope of a patent is not limited to its literal terms but instead embraces all equivalents to the claims described.
Warner-Jenkinson Co. v. Hilton Davis Chem (1997): Under the doctrine of equivalents, a product or process that does not literally infringe upon the express terms of a patent claim may nonetheless be found to infringe if there is "equivalence" between the elements of the accused product or process and the claimed elements of the patented invention. An important factor is whether persons reasonably skilled in the art would have known of the interchangeability of an ingredient not contained in the patent with one that was. Prosecution history estoppel is applied only where claims have been amended for a limited set of reasons. The burden should be placed on the patent-holder to establish the reason for an amendment required during patent prosecution. Insofar as the question under the doctrine of equivalents is whether an accused element is equivalent to a claimed element, the proper time for evaluating equivalency--and thus knowledge of interchangeability between elements-- is at the time of infringement, not at the time the patent was issued.
Festo Corp. v. Shoketsu Kinzoku Kogyo Kabushiki (2002): When, however, the patentee originally claimed the subject matter alleged to infringe but then narrowed the claim in response to a rejection, he may not argue that the surrendered territory comprised unforeseen subject matter that should be deemed equivalent to the literal claims of the issued patent. A narrowing amendment made to satisfy any requirement of the Patent Act may give rise to an estoppel. Prosecution history estoppel arises when an amendment is made to secure the patent and the amendment narrows the patent's scope. The doctrine of equivalents is to be applied in a flexible way, not a rigid one. A court is to consider what equivalents were surrendered during the prosecution of the patent, rather than imposing a complete bar that resorts to the very literalism the equivalents rule is designed to overcome. This rule does not mandate a complete bar; they are limited to the circumstance where no explanation is established. It does provide, however, that when the court is unable to determine the purpose underlying a narrowing amendment -- and hence a rationale for limiting the estoppel to the surrender of particular equivalents -- the court should presume that the patentee surrendered all subject matter between the broader and the narrower language (complete bar approach).
Claim Construction

Phillips v. AWH Corp (2005): The absence of the term "means" creates a rebuttable presumption that 35 U.S.C.S. § 112, para. 6, does not apply. In the patent context, means-plus-function claiming applies only to purely functional limitations that do not provide the structure that performs the recited function. The words of a claim are generally given their ordinary and customary meaning. The ordinary and customary meaning of a patent claim term is the meaning that the term would have to a person of ordinary skill in the art in question at the time of the invention, i.e., as of the effective filing date of the patent application. The specification is always highly relevant to the claim construction analysis. Usually, it is dispositive; it is the single best guide to the meaning of a disputed term.
Claims are read in light of the specification, but limitations from the written description should not be read into the claims

Indirect Infringement

Active Inducement: 1. knowledge of likelihood of direct infringement; and 2. active assistance (e.g., providing instructions)

Contributory Infringement – A person who sells, offers to sell, or imports a material component of the patented invention that has no substantial use aside from use in patented invention.  1) Must have knowledge of likelihood of infringement and 2) actions must in fact contribute to another’s infringement.

Defenses
1. Invalidity

2. Patent Misuse

3. Non-Infringement

4. Prosecution History Estoppel

5. Experimental Use – Satisfy Curiosity

6. Prior User Rights (Business Method)

7. Inequitable Conduct

8. Statute of Limitation (6 years)
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