A University Position Paper on Patent Reform
By Joe Kovecses and Paul Stern
January 5, 2011

I. Introduction
Universities have become heavily involved in developing valuable patent portfolios since enactment of the Patent and Trademark Laws Amendments of 1980, commonly known as the Bayh-Dole Act.
   That Act and the opportunities for patent protection that were afforded by a landmark Supreme Court decision, Diamond v. Chakrabarty,
 brought United States universities into the business world in a big way.  Diamond initiated a new era of discovery when the United States Supreme Court proclaimed that patent protection is available for “anything under the sun that is made by man.”
  This recognition by the Supreme Court opened notable opportunities for university researchers who were widely exploring the vast potentials of genetic engineering and biotechnology. These two important events, the Chakrabarty decision and the important statutory changes in the patent law with enactment of the Bayh-Dole Act, sparked this era of technological progress. In fact, one could say that, although the licensing of technologies from universities was not new,
  the Bayh-Dole Act created an industry that has spawned important discoveries and contributed to economic development.

Through the Bayh-Dole Act, Congress standardized the treatment of inventions by federal funding agencies
 and encouraged the use of federally funded inventions by small businesses and non-profit organizations.
  Under the Bayh-Dole Act, universities
 are permitted to retain title to inventions that are conceived or reduced to practice with the use of federal funds (referred to as “subject inventions”).
  If the funded university does not elect to retain title under the Bayh-Dole Act, the funding agency may retain title, or it may allow the inventor to retain title at the inventor’s request (if allowed by the university’s policies).
  In return for title, the federal government retains a nonexclusive, nontransferable, irrevocable, paid-up license to practice, or have practiced for or on behalf of the United States, subject inventions throughout the world.
  After electing to retain title, the university is required to file a patent application on the subject invention within one year.
  
Additional requirements for subject inventions include requiring employees to disclose subject inventions in writing promptly, reporting promptly any decisions to discontinue patent prosecution of subject inventions, including within the patent specification the fact of federal funding, reporting at least annually regarding utilization of subject inventions, and including in any exclusive licenses the obligation to manufacture substantially in the United States products that embody a subject invention or that are made through use of a subject invention.
  Finally, the federal agency may require a university to grant a license to a subject invention or grant a license itself to a responsible applicant, if a university has not taken effective steps to achieve practical application of a subject invention, to alleviate health or safety needs, to meet requirements for public use specified by federal regulations, or if manufacturing of products emanating from a subject invention will not occur in the United States (unless a waiver has been obtained).
  Universities are also restricted from assigning title in subject inventions, required to share royalties with inventors, directed to spend the balance of royalties or income after expenses in support of scientific research or education, and required to exercise reasonable efforts to license to small businesses.

It is hard to argue the success of the efforts of universities and other research institutions that have resulted from rights granted by the Bayh-Dole Act.  The Association of University Technology Managers reports the following university patent-related activities for fiscal year 2009, the vast majority of which were funded by the federal government:
· 658 new commercial products were introduced into the marketplace;

· 5,328 total licenses and options on subject inventions were executed;

· 596 new companies that were based on member inventions were formed; and

· 3,423 startup companies are still operating.

Notably, many vital and important products have been based on inventions from universities that are subject to the Bayh-Dole, including:

· Internet Explorer (Mosaic) and Eudora Email by the University of Illinois;

· Google by Stanford University;

· Haemophilus B conjugate vaccine by the University of Rochester;

· Osteoporosis treatment by the University of Washington;

· Psoriasis treatment by Harvard University;

· Lyrica® for fibromyalgia by Northwestern University; and
· TRUSOPT® drops for glaucoma by the University of Florida.
This is the context within which one must evaluate the potential impact of patent reform on United States universities.  The United States patent system has provided an effective framework within which universities have been able to obtain and protect the intellectual output of their research activities.  In particular, the “first-to-invent” structure for determining eligibility for patent rights with the one year grace period for filing after publication have allowed universities to define marketable inventions, seek suitable licensees, and place little burden on their investigators’ paramount academic interest in publishing their scientific work.  Any actions that change the system under which our universities have been able to find success in the public interest must be studied carefully before supporting change.  International harmonization and other procedural benefits are important, but university inventions have been shown to have major positive impact on the health and well-being of our country under the current system.  Furthermore, the university technology transfer industry that was formed after Bayh-Dole has come with significant investment in patent and marketing resources for university inventions.  Any new costs of patent reform will be difficult for universities.
II. Proposed Reform Provisions That Would Impact Universities
The current framework for American patent law reform is based upon the Patent Reform Act of 2009
 (hereinafter “S. 515”).  S. 515, if passed, will amend sections of the Bayh-Dole Act and could significantly impact the American patent process.

Proponents of the amendment looked to a 2004 report by the National Research Council of the National Academies, A Patent System for the 21st Century, when determining goals for patent law reform.
  The report stressed the needs (1) to harmonize United States patent law with international patent law, (2) to improve patent quality, and (3) to reduce unnecessary patent litigation costs.
  Senate Bill S. 515 attempts to address these needs but has yet to be converted into legislation.  The university community, led notably by the Association of American Universities (hereinafter “AAU”),
  generally supports United States patent reform as described in Senate Bill S. 515.

Harmonization with International Patent Laws
S. 515 would replace the first-to-invent procedure for awarding patents with a “first-to-file” procedure.  This change would harmonize American patent law with international patent law and create a simplified process for filing patents both domestically and abroad.  AAU fully supports the change, as long as provisions for the printed publication grace period, the inventor’s oath, and provisional patent applications are maintained.
 
Reduction of Patent Litigation Costs

S. 515 has several provisions that are intended to help reduce patent litigation costs.
  An administrative alternative to litigation for patent disputes is one such provision
, but S. 515 also provides for modification of the “best mode” and “willfulness” requirements of current patent law.
  The National Academies identified these two requirements as producing unwarranted litigation.

Current patent law requires that applicants explain the best mode for implementing their invention.  This requirement is intended to help inventors think through the implementation of their inventions, but it is frequently used to challenge the actual validity of patents.
  Although the charge that patent applicants have failed to include the best mode for implementing the invention is often ancillary to the actual patentability of an invention and seems to be rarely sustained, the increase in litigation costs required to investigate and defend against such charges is real.
 

While S. 515 maintains the best mode requirement for patent applications, it precludes using a best mode challenge as a means to invalidate a patent.
  Universities are specially impacted where legitimate patent applications are challenged or subject to challenge by the subjective best mode standard.  Since universities extract value from patents through licensing, the impact here is on the ability to show strong patents to potential licensee companies.

Additionally, S. 515 clarifies the willfulness requirement in a charge for willful infringement that is asserted in patent infringement actions for treble damages.  S. 515 accomplishes this by adopting the “objectively reckless” standard recently established by the Federal Circuit in In re Seagate Technology.
  This is a departure from the previous standard that was largely based on subjective conjecture.  

Together these provisions should reduce much of the unnecessary litigation cost associated with patent challenges and infringement actions.

Improved Patent Quality
S. 515 adopts a post grant review system
 which is a more efficient and less costly alternative to litigation for evaluating patent validity.  This post grant review process adopted by S. 515 would address the patent quality improvement goal from the National Academies report.  The system is based on recommendations from the National Academies, the Federal Trade Commission and the United States Patent and Trademark Office in response to the increasing issuance of questionable patents due to underfunding and overburdening of the Patent Office.
 
Damages Provisions
S. 515 is also designed to improve upon current methods for assessing damages from patent infringement.  Development of efficient methods for calculating damages has been one of the most contentious issues in patent reform.
  Reform is stuck between the need to keep the potential for damages high to deter patent infringement and the need to reduce uncertainty and risk of error in calculating damages.  The solution that S. 515 offers for this problem is language providing clear and consistent instructions to courts for dealing with damage assessment issues that bases assessments on existing case law
 rather than new statutory provisions.
 
Venue Provisions
S. 515 provides a solution for problems arising out of inconvenient venues by codifying the standard articulated in the recent Federal Circuit case In re TS Tech.
  This standard allows for transfer of venue to judicial districts that are “clearly more convenient” for parties and witnesses.
III. First-to-invent vs. First-to-file
United States patent law embraces the principle that the patent right is granted to the first inventor rather than the first to file a patent application.
  Under the first-to-invent principle, the United States Patent and Trademark Office issues patents to the inventor who can prove he or she was the first to conceive an invention.
  The United States is the only country in the world to follow the first-to-invent principle.
  Proponents of the first-to-invent principle argue that it taps into the American strain of independent inventiveness and encourages innovation.
  While the first-to-invent principle has been a part of United States patent law since the country issued its first patent in 1790, the principle is not perfect.
  Indeed, large corporations and research institutions that invest significant resources in securing patents and developing inventions are leading the campaign to change United States patent law from a first-to-invent to a first–to-file system.
  

Increasing Legal Certainty
The major advantage of a first-to-file system involves the significant increase in legal certainty.
  Imagine a company or research institution that files a patent application, receives the patent, and invests significant man-hours and sums of money developing an invention, only to have its rights nullified when another individual is shown to have previously conceived the invention but not to have invested in a patent application.
  However, this certainty may be offset by the damage to the individual or entity that invests in development, only to be dispossessed of any ownership by a first-to-file patent applicant.  Under the first-to-invent system, the damage would be to the individual or entity that invested in development, only to be divested of patent rights because of an earlier inventor/patent applicant.  The first-to-file system places a premium on early filings, which could put limited budget universities at a disadvantage by making it harder to put off the investment in patent applications until a licensee can be found to finance it.
  Universities would often be in the first inventor position, willing to license to the later-to-invent entity.  However, the university would be unable to benefit from substantial earlier investment, if it is cut off from patent rights by the later-to-invent, first-to-file entity.  Universities’ concerns about the first-to-file system are considerably allayed by inclusion of a grace period for printed publications.  The inclusion of a one-year period after a scientific publication ensures that this applies to serious research with a certain description of invention and that university investigators may fulfill their professional obligation to publish research results and avoid losing patent rights.  The first-to-file system would preclude an earlier inventor from arising unexpectedly after a patent filing, thus providing certainty in the patent application.
Race to the patent office

Proponents of the first-to-invent system argue that it both “respects the value of the individual in American tradition and avoids inequities which can result from a ‘race to the Patent Office.’”
  While the former characteristic does not have much tangible legal effect, the latter certainly does.  A first-to-file system may lead to an increased volume of patent applications as inventors and their employers become increasingly pressured to file patent applications before other possible inventors.
  The potential increased volume may also further compound the backlogging problem that currently affects the United States Patent Office.  However, universities with limited budgets cannot generally afford to take the chance on a first filing, which may result in ownership of many inventions being waived to the federal government.  History tells us that those inventions are not usually developed into commercial products.

Any cost increase associated with an increase in patent filings should be offset by decreased litigation costs incurred in determining who was the first inventor.  Also, many companies and institutions are already preparing their United States patent applications as if they were under a first-to-file system because they frequently also submit concurrent patent applications with foreign patent offices.

A strong argument in favor of transition to a first-to-file system and against any potential disadvantages is the fact that it works in virtually every country.  If a fundamental purpose behind the patent system is to incentivize innovation by allowing for the recoupment of research and development costs by inventors, then perhaps it makes sense to protect the first entity willing to expend such resources?  The first-to-file system effectuates this purpose much more than a first-to-invent system because it creates the legal certainty and security necessary to encourage investment in innovations.  Again, universities reasonably benefit from this certainty, as long as the publication grace period is maintained.
IV. Post Grant Opposition/ Re-examination
S. 515 would create a review process to provide a twelve month window from the time a patent is issued within which to subject it to closer administrative review.
  Utilizing that process to challenge the validity of patents would provide a non-litigious avenue for removing invalid patents and create a presumption of validity for patents that survive review.  This process could help strengthen patent certainty.  Additionally, the bill would codify rules that permit patent examiners to use information obtained from third parties when investigating a patent application.
  The increase in information available to examiners may also lead to a decrease in the questionability of patents, again strengthening patent certainty.  This limited review system is favored by universities, as opposed to the broader “second window” review that was included in earlier Congressional patent reform bills.

Post hoc patent challenges in the first-to-invent system have created significant litigation expense and uncertainty.
  The patent holder may be compelled to retain counsel and contest the challengers’ claims.  Whether challengers have valid claims or not, litigation diverts resources that are better used to develop inventions.  Also, lengthy litigation impedes the development process by imposing uncertainty.  A university may be forced to re-direct an investigator’s research program, when its patent rights or potential patent rights are threatened by impending or threatened litigation or when it is faced with potentially infringing upon the rights of a first inventor.  A potential corollary to the increase in legal certainty that accompanies the first-to-file principle is the associated decrease in actual and potential costs to a patent holder.  Actual costs are incurred as a result of the expenses of litigation and potential costs are all those associated with wasted resources that accompanies adverse judgments.  

V. Venue
One of the threshold issues in patent litigation is determining venue.  The Federal Circuit, in VE Holding Corp. v. Johnson Gas Appliance Co., specifically held that general venue provisions apply to determinations of residence of corporate defendants (and universities by analogy) in patent infringement actions.
  Thus, for patent cases, venue is determined by residence, which is determined by personal jurisdiction.
  Because corporations are subject to personal jurisdiction in any jurisdiction in which they conduct business, this creates the opportunity for forum shopping in patent cases that can increase the costs of litigation and decrease the efficiency of the proceeding.

S. 515 attempts to curb forum shopping by codifying the “clearly more convenient” standard enunciated in In re TS Tech.
  In that case, the plaintiff resided in Michigan, and the accused infringers, three related corporations, resided in Ohio and nearby in Canada.
  The action was brought in the United States District Court for the Eastern District of Texas,
 which is historically a favorable venue for patent plaintiffs.  The defendants moved to transfer venue to Ohio, which the district court denied.
  The Federal Circuit held the district court abused its discretion in denying the motion and granted the petition.
 

In reaching its decision, the Federal Circuit reasoned that a motion to transfer venue should be granted upon a showing that the transferee venue is “clearly more convenient” than the venue chosen by the plaintiff.
  In doing so, the court adopted the clearly more convenient language from a Fifth Circuit products liability case, In re Volkswagen of American, Inc.
  

The court also applied the “public” and “private” factors for determining forum non conveniens espoused by the Volkswagen court.  The public interest factors that a court should consider include: (1) the administrative difficulties flowing from court congestion; (2) the local interest in having localized interest decided at home; (3) the familiarity of the forum with the law that will govern the case; and (4) the avoidance of unnecessary problems of conflicts of laws or in the application of foreign law.
  The private interest factors that a court should consider include: (1) the relative ease of access to sources of proof; (2) the availability of compulsory process to secure the attendance of witnesses; (3) the cost of attendance for willing witnesses; and (4) all other practical problems that make a trial easy, expeditious and inexpensive.

Codification of this standard by S. 515 will ensure its application to all patent cases and give courts wide discretion in determining whether venue in a district is efficient and right for the parties.  Codification also gives defendants clear grounds for challenging venue they deem improper.  Clear venue provisions should be supported by universities but do not necessarily favor them uniquely.  However, any provisions that favorably impact budgets will generally help United States universities.
VI. Ownership – Stanford v. Roche – Threat to Bayh-Dole?

The United States Supreme Court recently granted certiorari in Stanford v. Roche and is expected to hear oral arguments early in 2011.
  Prior to the certiorari petition, the Federal Circuit decided the action on appeal from the United States District Court for the Northern District of California.
  
The court ruled that an inventor’s current assignment of inventions that might be made in the future within a specific field could invalidate a previous agreement to assign inventions that might be made in the future, even if those future inventions are subject to the Bayh-Dole Act, which provides for university ownership of inventions that are conceived or reduced to practice by means of federal funding.

The patent at issue in the Stanford case involves methods for applying polymerase chain reaction (hereinafter “PCR”) techniques in measuring HIV concentration in blood plasma.
  The problem arose when one of Stanford’s scientists undertook collaborative research with the biotechnology company, Cetus Corporation.
  In the visitor’s confidentiality agreement that Cetus required the Stanford researcher to sign, he agreed to “hereby assign” to Cetus his rights in future inventions developed from or related to work conducted at Cetus.
  When hired by Stanford University previously, the scientist had contractually agreed to assign his patent rights to Stanford University for research conducted at the university.
  The University is entitled by the Bayh-Dole Act to ownership of all inventions that are conceived or reduced to practice during the conduct of federally funded research.
  After the Cetus collaboration, during the course of a National Institutes of Health (“NIH”) funded project, Stanford elected according to the provisions of the Bayh-Dole Act to retain title to an invention that was made during the project.
  After Roche (which had acquired Cetus in the interim) began to practice the patent rights without a license, Stanford sued for infringement of those patent rights.
  The Federal Circuit declared that, when the patent application was filed, title instantly attached to Roche, because of the “hereby assign” language in the visitors’ confidentiality agreement.

This case has caused uncertainty in the ownership of patent rights that have been conceived or reduced to practice with federal funding.  The Bayh-Dole Act does not directly address ownership of federally funded inventions, other than to provide the process by which the funded universities can retain title and rules by which an individual inventor might obtain title, if allowed by a university’s policies.
  Rather than leave this determination to chance interpretation of competing contract terms, patent reform could include direct language declaring that title to federally funded inventions vests initially in the federally funded entity when it elects to retain title under the Bayh-Dole Act, regardless of an individual researcher’s assignment of rights.  This would ensure clear ownership both of multitudes of inventions that have been conceived or reduced to practice with federal funding and already licensed from universities to commercial entities and of federally funded inventions yet to be conceived or reduced to practice. 
VII. Conclusion

It appears that universities have fared well under the current patent system, though struggles with budgets hinder the ability of academic institutions to manage their intellectual property portfolios freely.  The overriding mission of United States universities to perform research aimed toward peer reviewed publications has challenged technology transfer staffs.  International harmonization and patent certainty are worthy goals and no less so for universities than other organizations, but any compromise to the ability to publish freely would bring significant hardship.  Any realization of improved patent quality and decreased litigation cost will make university patent rights more valuable to help fulfill Bayh-Dole obligations of bringing federally funded inventions to practical application.  Universities should fare well with patent reform as mapped out in S. 515, and, if universities are able to maintain clear title to federally funded inventions, either through successful appeal to the Supreme Court or through some statutory revision to Bayh-Dole, the important business of university technology transfer will continue to thrive in support of the public interest.
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