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I.
INTRODUCTION


The passage of the Bayh-Dole Act (Public Law 96-517) in 1980 created a new era involving the transfer and commercialization of technologies developed at research colleges and universities throughout the United States.  As a result of the Bayh-Dole Act, not-for-profit colleges and universities conducting research using funds received from the federal government could now elect to retain title to inventions arising from the use of those federal funds.  In return, research institutions are obligated to file patent applications on those inventions (or return title to the federal government) and to seek their commercialization and development for the public good.  Technology transfer has therefore become one of the fundamental obligations of research colleges and universities.  



The current role of a technology transfer manager is one that requires balancing multiple roles and responsibilities.  Technology transfer managers are asked to be knowledgeable in the various intellectual property laws, contract law, and government rules and regulations pertaining to technology transfer, as well as being proficient in understanding commercial development, negotiation, and relationship management.  Technology transfer managers are also asked to balance the needs and interests of their inventors, their institution and their commercial partners.

This presentation is intended to address some of the basic concepts associated with technology transfer and intellectual property licensing.  In this presentation, we will briefly review the fundamental aspects of patents, copyrights, trademarks, biomaterials, plant variety protection and semiconductor mask works, and outline the various government rules and regulations pertaining to such technologies and the policies established by a selection of universities for purposes of ensuring that they fulfill their obligations to their inventors, their commercial partners and the federal government.  Finally, we will review some basic technology transfer agreements, highlighting those provisions most useful in meeting the requirements of the Bayh-Dole Act.

II.
LAWS AND REGULATIONS GOVERNING TECHNOLOGY TRANSFER AT UNIVERSITIES AND COLLEGES

Most research conducted at colleges and universities will either involve the direct use of federal funds, or facilities built using federal funds or funds receiving special treatment under federal and state tax regulations.  For example, in fiscal year 2002, over $23.118 billion of the $37.018 billion in reported research expenditures were provided by federal government sources (AUTM Licensing Survey: FY 2002).  Assuming that there exists a direct correlation between federal expenditures and the number of invention disclosures in any given year, this would suggest that at least 62% of all inventions disclosed in 2002 involved some sort of funding provided by the federal government.

In addition, it is highly likely that such research was conducted in a facility built using funds acquired through the issuance of tax-exempt bonds or provided by other federal sources.  As a result, certain limitations placed on the use of those facilities may have an impact on the manner in which technology developed at those facilities is transferred to for-profit institutions.

It is therefore important for the technology transfer manager to determine the source of the funding utilized to develop the technologies intended to be transferred.  It is also important for the technology transfer manager to then understand the various laws, rules and regulations which may apply to the transfer of such inventions.  

It would require several volumes of work and many fruitful discussions to fully discuss the requirements attached to federally funded research and inventions developed using federal funds.  We have therefore provided below a brief listing and description of the more prevalent laws, rules and regulations, along with a listing of several references useful in developing a better understanding of their application.

A. The Bayh-Dole Act

The Bayh-Dole Act and subsequent amendments provide the basis for current university technology transfer practices.  The full text of the act may be found at 35 U.S.C. §§ 200-212, with the implementing regulations found at 37 C.F.R. 401.  In short, the Bayh-Dole Act grants research colleges and universities the right to retain title in inventions arising from federally supported research provided that the institution:

· Reports the disclosed invention to the funding agency within 2 months of written disclosure to the institution (35 U.S.C. § 202(c)(1))

· Submits a written election to retain title prior to the earlier of 2 years of disclosure to the funding agency or the occurrence of a statutory bar (35 U.S.C. § 202(c)(2))

· Files for patent protection prior to any statutory bar (35 U.S.C. § 202(c)(3))

· Grants a limited license to the U.S. Government (35 U.S.C. § 202(c)(4))

· Promotes the invention’s utilization, commercialization and public availability (35 U.S.C. § 202(c)(5))

· Not assign the invention to any entity other than to a nonprofit organization (35 U.S.C. § 202(c)(7)(A))

· Shares royalty income with the inventors (35 U.S.C. § 202(c)(7)(B))

· Uses the remaining royalty income for research and education (35 U.S.C. § 202(c)(7)(C))

· Provides a preference to small businesses (35 U.S.C. § 202(c)(7)(D))

· Provides a preference to U.S. industry (35 U.S.C. § 204)

The failure of the institution to meet these obligations may result in the federal agency taking title to the invention or exercising its “March-In” rights under 35 U.S.C. § 203.  Alternatively, the federal agency may discontinue providing federal research funds to the institution.  For more information see:  

· AUTM Technology Transfer Practice Manual, 2nd Edition (2002), Vol. 1, Ch. 2 

B. NIH Guidelines

The National Institutes of Health (NIH) often releases guidelines outlining issues and points to consider when developing agreements pertaining to research activities which are fully or partially funded by the NIH, including the results of such research.  The guidelines are not binding, but merely advisory in nature, and are intended to assist NIH recipients in ensuring that their agreements comply with the requirements of Bayh-Dole and NIH funding agreements, while upholding basic principles of academic freedom.  

The NIH has issued many guidelines that may have relevance to technology transfer.  Below is a list of various guidelines which are either proposed or have been implemented:

· Developing Sponsored Research Agreements:  Considerations for Recipients of NIH Research Grants and Contracts (1994) (http://ott.od.nih.gov/NewPages/text-com.htm)

· NIH Procedures for Handling Non-Election of Title to Patentable Biological Materials (2000) (http://ott.od.nih.gov/NewPages/xtramrl.html)
· Principles and Guidelines for Recipients of NIH Research Grants and Contracts on Obtaining and Disseminating Biomedical Research Resources: Final Notice (1999) (http://ott.od.nih.gov/NewPages/RTguide_final.html)

· NIH Policy on Sharing of Model Organisms for Biomedical Research (2004) (http://grants2.nih.gov/grants/guide/notice-files/NOT-OD-04-042.html)

C. Federal Acquisition Regulations (FARS and DFARS)

The Federal Acquisition Regulations (FARS) and Defense Federal Acquisition Regulations (DFARS) are regulations governing the terms and conditions under which the U.S. Government will enter into contracts with the private sector.  The full text of the regulations may be found at Title 48, Code of Federal Regulations, Parts 27 (policies, procedures and contract clauses governing patents, data and copyrights) and 52 (solicitation provisions and contract clauses).   For more information see:

· Federal Acquisition Regulations Website (http://www.arnet.gov/far/)

· FARSITE (http://farsite.hill.af.mil/vffara.htm)

· AT&L Knowledge Sharing System

(http://akss.dau.mil/servlet/ActionController?screen=Policies&Organization=3)

D. EARs and ITARS

The Export Administration Regulations (EAR) promulgated and enforced by the Department of Commerce, and the International Traffic in Arms Regulations (ITAR) by the Department of State, prohibit the unlicensed export of specific technologies for reasons of national security or protection of trade. If an institution’s research involves certain specified technologies, the EAR and/or ITAR may require the institution to obtain prior approval from the State Department or Department of Commerce before allowing foreign nationals to participate in the research, partnering with a foreign company and/or sharing research, verbally or in writing, with persons who are not United States citizens or permanent resident aliens.  The consequences of violating these regulations can be severe, ranging from loss of research contracts to monetary penalties to jail time for the individual violating these regulations.
The full text of the Export Administration Regulations (EARs) may be found at 15 C.F.R. Chapter VII, subchapter C, Parts 730-774.  For more information see:

· Bureau of Export Administration Regulations Website 

(http://www.ntis.gov/products/types/databases/export-regulations.asp?loc=4-4-3)

· Export Administration Regulations (http://www.gpo.gov/bis/index.html)

The full text of the International Traffic in Arms Regulations (ITARs) may be found at  22 C.F.R., Subchapter M, Parts 120-130.  For more information see:

· U.S. Department of State (http://pmdtc.org/reference.htm)

· National Technical Information Services (http://www.ntis.gov/products/trade-regulations.asp?loc=4-1-0)

E. Tax Reform Act

The Tax Reform Act of 1986 and Internal Revenue Service Revenue Procedure 97-14 (Feb. 3, 1997) apply to the use of facilities built with tax-exempt bonds.  Under the Act, the institution and its bondholders incur serious problems if the institution utilizes such facilities for private, rather than public, purposes.  The general rule is that the tax-exempt status of bonds issued for the construction of research facilities may be lost if the facilities are used for private purposes. 

IRS Revenue Procedure 97-14 sets forth the conditions under which a research agreement does not result in private business use.  According to the IRS, a research agreement with an industry sponsor does not result in private business use “if any license or other use of resulting technology by the sponsor is permitted only on the same terms as the recipient would permit that use by any unrelated, non-sponsoring party (that is, the sponsor must pay a competitive price for its use), with the price paid for that use determined at the time the license or other resulting technology is available for use.  Although the recipient need not permit persons other than the sponsor to use any license or other resulting technology, the price paid by the sponsor must be no less than the price that would be paid by any non-sponsoring party for those same rights.”  IRS Rev. Proc. 97-15, Section 5.02.
III.
POLICIES GOVERNING TECHNOLOGY TRANSFER AT UNIVERSITIES

A. Policies for Disclosure and Ownership of Inventions.
Does an employee at a university have to disclose all inventions to the university? Who owns the inventions that arise at a university? Different universities have different answers to these questions. 

A university may demand disclosure of any and all inventions (such as the University of California does in its patent acknowledgement form (http://www.ucop.edu/ott/patentpolicy/ patentac.html). Other universities may only require disclosure of inventions that arise from extramural funding (such as the University of Wisconsin does in its equivalent form http://www.uwsa.edu/fadmin/gapp/gapp34.htm). Most all universities require some inventions be disclosed. Once disclosed to the university, the question of who owns the disclosed invention arises, with different policies for ownership at work.

Questions of ownership of intellectual property – especially by faculty members - are handled in a manner that reflects an important aspect of the university’s relationship with its faculty. While most universities and colleges require assignment of ownership in intellectual property as part of their employment contract, some universities have different policies.  For ownership of patents, the University of Wisconsin has a policy and review process that allows the inventor to own the invention, if the federal government has not funded the work from which the invention has arisen (http://www.uwsa.edu/fadmin/gapp/gapp34.htm).  Harvard University has a somewhat similar policy and process for handling invention ownership as Wisconsin.  At Harvard, an individual may elect to pursue the patenting and/or commercial introduction of potential inventions without assistance from the university unless (1) the invention is in the area of medical diagnostics/therapeutics or public health, (2) otherwise committed by an extramural grant, or (3) a lack of diligence on the part of the faculty member to commercialize the invention, (see http://www.techtransfer.harvard.edu/PatentPolicy.html). The University California, on the other hand, will only disclaim ownership if the invention lies outside of the inventor’s scope of employment (an exception required by the state of California labor code) or if under permissible consulting (see the previously mentioned patent acknowledgement form of UC and the related guidelines found at http://www.ucop.edu/ott/pdf/consult.pdf).

Ownership, though, is not a one-time only decision. A university might release invention rights to inventors after initially claiming ownership, though some have a more formal process for releasing rights than others. Cornell, for example, states on its web site (http://www.univco.cornell.edu/policy/Patent.html) that rights revert to the inventor, upon request, after one year if the university has not commercialized the technology.

There are just a few important laws that drive these policies related to disclosure and ownership. The first and foremost is the Bayh-Dole Act, which sets the ground rules by which a university may retain title to a federally-funded invention or transfer that title to an IP-management entity, like WARF). These ground rules are normally reflected in the policies, though sometimes with dramatically different implementations (i.e., Harvard’s presumption of faculty ownership versus a presumption of university ownership by the University of Texas, outlined at its website http://www.utsystem.edu/ogc/intellectualproperty/2xii.htm).  Another is any local labor codes that govern employment and related disposition of intellectual property (e.g. California Labor Code section 2870).  Another is contract law that requires legal integrity, especially as it pertains to compliance with commitments made by the university in a research grant or contract related to intellectual property.  The next step of the process – the licensing related to technology transfer – is a bit more complex in its interaction with laws and policies.

B. Policies for Transferring the Technology for the Public Good.
Would the public good be satisfied by allowing all inventions to go unprotected and lapse to the public domain? Would it be satisfied if the university obtained the highest return? These are complex questions and each university seems to have a different, though not unrelated, answer. One common aspect is that the technology transfer licensing activities must serve the public good. This is driven by the federal mandate flowing out of Bayh-Dole. But its implementation at various universities, both public and private, is very diverse.

The policies of the Massachusetts Institute of Technology (available on their website: http://web.mit.edu/policies/13.1.html) state that its technology transfer practices seek to “…make available Institute technology to industry and others for the public benefit, while providing recognition to individual inventors and encouraging the prompt and open dissemination of research results.”  Stanford’s Office of Technology Licensing publishes, as its mission statement, the following: “The mission of Stanford University's Office of Technology Licensing (OTL) is to promote the transfer of Stanford technology for society's use and benefit while generating unrestricted income to support research and education.” The mission statement of the Technology Transfer and Intellectual Property Services office at the University of California, San Diego, covers four points, summarized on its web site (http://www.invent.ucsd.edu) as follows: “1. Facilitate the transfer of UCSD technologies to benefit the public; 2. Enhance the research and education experience of UCSD researchers through technology transfer; 3. Promote and target economic development by leveraging UCSD technologies; and 4. Provide incentives to researchers to further technological innovations.” The mission statement of WARF emphasizes two points – “WARF's mission is to support scientific research at the University of Wisconsin-Madison. We do this in two ways: 1) by moving inventions arising from the university's laboratories to the marketplace for the benefit of the university, the inventors and society; and 2) by careful management of an endowment that WARF has grown since its inception.” An office that considers as part of its mission local economic development will have a subtly different approach than an office whose mission emphasizes prompt and open dissemination of research results.  But mission statements may only explain the orientation of a particular office, and do not adequately serve to answer the questions posed at the beginning of this section. To try to specifically answer these questions, we must turn to the constraints on each office that flow from certain policies and laws.

WARF, according to its web site (http://www.warf.org/forindustry/index.jsp?catid=11), is willing to license to a company that falls under four criteria: 1. it sees the likely commercial benefit to itself of one of WARF's technologies; 2. it has the capability to develop early-stage technology (typical of university research) and is willing to make a reasonable effort to commercialize it; 3. it is able to demonstrate its serious intent by paying a reasonable licensing fee and reimbursing certain patent costs associated with the technology; 4. it is willing to share some of the benefits of the commercial use of the technology with WARF and the UW-Madison through payment of a reasonable royalty on product sales. The University of California has eight criteria it brings to bear in its licensing decisions (http://patron.ucop.edu/ottmemos/docs/ott00-05.html): 1. the primary objective should be to benefit the public; 2. the licensee selected should be capable of bringing the invention to the marketplace; 3. the license agreement should include diligence terms that support the timely development, marketing, and deployment of the invention; 4. the university should receive fair consideration in exchange for the grant of commercial licensing rights; 5. the license agreement should support the academic principles of the University; 6. licensing activities should be carried out within delegated authority; 7. the license agreement should be approved as to legal integrity and consistency; 8. All decisions made should be based upon legitimate institutional academic and business considerations and not upon matters related to personal financial gain. Other universities face similar policy constraints when considering licensing. But the laws where these constraints come from can be sometimes difficult to see.

Surveying different universities (and especially leaning on the policies and guidelines of WARF and the University of California), we can infer a few laws that feed into the licensing decision process. The need to get fair consideration has, in part, its roots in the Tax Reform Act of 1986 (and specifically its safe harbor provisions). The need to have licensing decisions reflect the concerns of the institution and not solely personal financial gain have some of their roots in local conflict of interest laws (e.g. California’s Political Reform Act). The resistance to placing inventions in the public domain flows from the public benefit requirement of the Bayh-Dole act, since a company may resist turning a technology into a product if it cannot exclude others from doing so. Similarly, seeking the highest return may also fail to satisfy the public benefit requirement, as no business may be interested at such a high price, or any business that did agree to the price may find its license a burden to commercialization. Laws regarding a university’s status as a either a non-profit or a public institution may also come into play.

Other constraints flow, not from laws, but from the research and academic nature of the institution. For example, most routine business contracts do not consider open access to research an important consideration, nor do they bother to take into account the needs of an academic environment. Businesses often will consider equity as one possible part of a financial transaction, but a university may not be able to, or may only be able to accept equity under limited conditions (e.g. for the University of California, equity may be accepted only in partial lieu of cash and is not in lieu of royalties, and acceptance of equity must comply with “University Guidelines on University-Industry Relations, the Conflict of Interest Policy, the University Policy on Integrity in Research, and related University policies and guidelines.”)  (http://patron.ucop.edu/ottmemos/ docs/ott02-01.html). Universities and businesses are, in a sense, different animals, and yet they are seeking to reach an agreement that codifies a licensing arrangement that satisfies both of their requirements.

It is important to realize that technology licensing is but one important component to an overall technology transfer effort. Having students graduate and take what they have learned at the university to a new employer is an example of successful technology transfer. A professor that publishes, say, a new algorithm that is then put into use by a local company is another. In the midst of a licensing negotiation, both sides may need to consider other factors that come into play that are equally important to the technology transfer mission and are in addition to the profit motive of the company and a university’s need to provide financial incentives to its researchers. These flow from the fact that the technology licensing mission of a university tech transfer office is but one part of a greater whole, that whole being the university mission as an academic and research institution. University technology transfer is a balancing act, with a basket of constraints flowing from laws and policies on one side, and a basket of incentives potentially flowing to the local community, the university, and the inventor on the other. Finding that balance point when discussing the dollars and cents of licensing fees and royalties is what the technology manager and the commercial entity showing an interest in a technology need to find. It is important that both parties find the balance point in a way that exhibits the patience and determination needed for complying with such a complex set of requirements.

IV.
BASICS OF TECHNOLOGY TRANSFER AND INTELLECTUAL PROPERTY LICENSING


Technology transfer generally involves two components: the transfer of knowledge and the transfer of intellectual property rights.  The knowledge component involves the exchange of information, research results and ideas, while the intellectual property component involves the transfer of a right to use that knowledge without infringing upon the owner’s intellectual property rights.


The license agreement is the most common vehicle used to convey the right to use knowledge without infringing upon the owner’s intellectual property rights.  The term “license” originates from the latin word “licentia,” which means freedom or liberty.  In essence, the license conveys to the user freedom to do something that he or she could not otherwise lawfully do.  In general terms, a license is merely a waiver or promise not to sue the licensee for conduct that, absent the license, would be actionable.


Before considering the aspects of a license, however, it is important to understand the differences between an ordinary business contract and a license agreement.  The business contract, generally speaking, typically deals with services, finances or tangible products.  The license agreement, on the other hand, typically conveys rights to intangible property created and defined by statute and to technology deriving value solely from the right to possess the technology to the exclusion of others.  Such rights are often referred to as intellectual property rights.  An understanding of the legal nature and rights afforded by such intellectual property rights is therefore important in order to fully appreciate the various aspects of the license.

A.
Intellectual Property Fundamentals

Intellectual property rights may originate from various sources, namely patents (utility, design and plant), copyrights, trademarks, plant variety protection, semiconductor mask work protection and the laws governing trade secrets, misappropriation and the ownership of tangible property.  Below is a brief description of the rights afforded by those sources most commonly managed by technology transfer offices, as well as various references useful in developing a better understanding of their origin and application.

Utility Patents (35 U.S.C. § 100 et seq.)
Confers the right “to exclude others from making, using, offering for sale, or selling the invention throughout the United States or importing the invention into the United States.” (35 U.S.C. § 271.)  For more information see:  

· AUTM Technology Transfer Practice Manual, 2nd Edition (2002), Vol. 1, Ch. 2

· Understanding Intellectual Property Law, Donald S. Chisum and Micheal A. Jacobs 

Design Patents (35 U.S.C. § 171 et seq.)  

Confers the right to exclude others from making, using, offering for sale, selling, or importing into the United States an article of manufacture including a patented design. (35 U.S.C. § 271.)  The patent laws provide for the granting of design patents to any person who has invented any new and nonobvious ornamental design for an article of manufacture. (35 U.S.C. § 171.)  The design patent protects only the appearance of an article, but not its structural or functional features.  If a design is structural or functional in nature, as well as ornamental, a design patent will not protect the design.  Such combination inventions can only be protected by a utility patent.  For more information see:

· A Guide to Filing a Design Patent Application, U.S. Patent and Trademark Office  (http://www.uspto.gov/web/offices/pac/design/index.html)

Plant Patents (35 U.S.C. § 161 et seq.)  

Confers the right to “exclude others from asexually reproducing the plant, and from using, offering for sale, or selling the plant so reproduced, or any of its parts, throughout the United States, or from importing the plant so reproduced, or any parts thereof, into the United States.”  (35 U.S.C. § 163.)  The patent laws provide for the granting of a plant patent to anyone “who invents or discovers and asexually reproduces any distinct and new variety of plant, including cultivated sports, mutants, hybrids and newly found seedlings, other than a tuber propagated plant or plant found in an uncultivated state.”  (35 U.S.C. § 161.)  For more information see:

· AUTM Technology Transfer Practice Manual, 2nd Edition (2002), Vol. 2, Ch. 3

· Understanding Intellectual Property Law, Donald S. Chisum and Micheal A. Jacobs 

· General Information About 35 U.S.C. 161 Plant Patents, U.S. Patent and Trademark Office  (http://www.uspto.gov/web/offices/pac/plant/)

Plant Variety Protection (7 U.S.C. § 2321 et seq.)  

Confers the right to exlude others from selling, offering for sale, reproducing, importing, exporting or using to produce hybrid or different varieties.  (7 U.S.C. § 2541.)  The Plant Variety Protection Act provides for the granting of a plant variety certificate to a breeder of a sexually reproduced or tuber propagated plant variety (other than fungi or bacteria) that is new, distinct, uniform and stable in the sense that the variety, when reproduced, will remain unchanged with regard to the essential and distinctive characteristics of the variety.  For more information see:

· AUTM Technology Transfer Practice Manual, 2nd Edition (2002), Vol. 2, Ch. 3

· Understanding Intellectual Property Law, Donald S. Chisum and Micheal A. Jacobs 

· USDA Plant Variety Protection Act and Regulations and Rules of Practice (http://www.ams.usda.gov/science/PVPO/PVPO_Act/PVPA.htm)

Copyrights (17 U.S.C. § 101 et seq.)  

Confers on the copyright owner the right to do and to exclude others from: 

(1) 
reproducing the work in copies or phonorecords; 

(2) 
to prepare derivative works based on the copyrighted work; 

(3) 
to distribute copies or phonorecords of the copyrighted work to the public;

(4)
in the case of literary, musical, dramatic, and choreographic works, pantomimes, and motion pictures and other audiovisual works, to perform the copyrighted work publicly;

(5)
in the case of literary, musical, dramatic, and choreographic works, pantomimes, and pictorial, graphic, or sculptural works, including individual images of a motion picture or other audiovisual works, to display the copyrighted work publicly; and

(6)
in the case of sound recordings, to perform the copyrighted work publicly by means of a digital audio transmission. (17 U.S.C. § 106.)

Unlike a patent, it is not necessary to do anything to obtain a copyright on a work.  Once an original work is communicated or placed in a tangible form, it is copyrighted.  Registration of the copyright with the U.S. Copyright Office provides some benefits and is necessary prior to litigation in the United States for U.S. originated works.  For more information see:

· AUTM Technology Transfer Practice Manual, 2nd Edition (2002), Vol. 2, Ch. 2.3

· Understanding Intellectual Property Law, Donald S. Chisum and Micheal A. Jacobs 

Trade Marks  (15 U.S.C. § et seq.)

Confers on the owner the right to exclude others from using any same or similar marks that create a likelihood of confusion, mistake or deception as to the origin, sponsorship or approval of the goods, services or commercial activities of another.  (15 U.S.C. § 1125.)  The trademark may be a word, symbol, design or combination word and design, a slogan or a distinctive sound that identifies and distinguishes the goods or services of one party from another.  A person may have trademark rights under both state and federal law without registering the mark, but federal registration provides certain advantages.  For more information see:

· AUTM Technology Transfer Practice Manual, 2nd Edition (2002), Vol. 2, Ch. 2.4

· Understanding Intellectual Property Law, Donald S. Chisum and Micheal A. Jacobs 

Unpatented Materials - Biomaterials

Unpatented materials usually consist of cell lines, antibodies, hybridomas, sera, reagents and other biological materials.  Generally speaking, absent any patent rights, biomaterial licenses convey the right to maintain proprietary possession of the biomaterials to the exclusion of others.  There is no statutory right to exclude others from using those biomaterials rightly possessed by the user.  Any rights conveyed must, therefore, arise out of the proprietary rights afforded to the biomaterials as personal property.    

One such right arises out of the legal concept of bailments.  A bailment is the transfer of property wherein the ownership of that property remains in the bailor (licensor), but the bailee (licensee) is granted the right to use the property under the terms and conditions set forth in the bailment agreement.  For further discussion on bailments and the licensing of unpatented materials, please see:

· AUTM Technology Transfer Practice Manual, 2nd Edition (2002), Vol. 2, Ch. 3.2 and supplemental materials.

Semiconductor Chip Act (17 U.S.C. § 901 et seq.)


Confers the right to do and to authorize others to reproduce the mask work by optical, electronic or any other means, to import or distribute a semiconductor chip product in which a mask work is embodied, and to induce or knowingly induce any other person to do the same.  (17 U.S.C. § 905.)  To be eligible for protection, the mask work must be original, not commonplace and embodied in a semiconductor chip product in a sufficiently permanent or stable manner.  For more information see:

· AUTM Technology Transfer Practice Manual, 2nd Edition (2002), Vol. 2, Ch. 3.1

· Understanding Intellectual Property Law, Donald S. Chisum and Micheal A. Jacobs (Matthew Bender & Co., Inc. 

· U.S. Copyright Office (http://ww.copyright.gov/)

· U.S. Copyright Office Circular 100: Federal Statutory Protection for Mask Works (http://www.copyright.gov/circs/circ100.html)


B.
Technology Transfer Agreements

Technology transfer agreements may take many forms.  Whether characterized as a “Materials Transfer Agreement” or a “Confidentiality Agreement” or a “License Agreement,” each agreement is in essence a license.  The Material Transfer Agreement provides both the material and a license to use that material in accordance with the terms of the agreement.  The Confidentiality Agreement also provides material, but in the form of information, as well as a license to use the information under the agreed upon terms.  The License Agreement clearly provides a license.

One needs to be cognizant of the rights granted under a license and its effect upon the obligations owed under the various laws, rules and regulations discussed above.  Below is a brief discussion on various issues which should be considered in negotiating license agreements.  As an aid to this discussion, several model agreements used by the Wisconsin Alumni Research Foundation are attached as Exhibits A – D.  Exhibit A includes selected provisions from WARF’s standard exclusive license agreement, and will be the primary focus of the discussion below.  Exhibit B is WARF’s Academic Research License, which has been crafted to address some of the issues set forth in the NIH Guidelines.  Exhibits C and D include a copy of WARF’s Biomaterials License Agreement and Material Transfer Agreement for commercial entities, respectively, which are provided here as examples for consideration.  Each agreement is a living document in that they are constantly modified to address current developments in the law.  It is expected that these agreements will continue to be modified over time in order to address the ever-changing issues affecting technology transfer.

Bayh-Dole


As discussed above, the Bayh-Dole Act places certain obligations on non-profit organizations and small businesses who wish to retain rights in inventions developed using federal funds.  Of these obligations, the obligation to promote the utilization, commercialization and public availability of the invention and the preference to U.S. industry are obligations which are generally passed on to the licensee, while the government license and the prohibition of assignment are obligations of the licensor which may be affected by the grant of the license.  Below is a brief discussion on the prohibition on assignment and the obligation to promote the utilization and commercialization of inventions.


1.
Prohibition on Assignment.


Regardless of the label attached to a particular agreement, the agreement must be viewed from the standpoint of the rights afforded, as opposed to the title given to the agreement.  This is important in the context of license agreements granting exclusive rights to patents claiming inventions developed using federal funds.  As discussed above, the Bayh-Dole Act precludes the non-profit organization from assigning to a for-profit entity any rights in inventions developed using federal funds.  If a purported license grants too many rights in a technology to a licensee, such grant may ultimately be construed to grant an assignment in violation of Bayh-Dole.


The legal definition of the term “assignment” is a “transfer or making over to another of the whole of any property, real or personal, in possession or in action, or of any estate or right therein.”  (Black’s Law Dictionary (6th ed. 1991).)  In patent parlance, however, the term assignment has been given a special meaning by the U.S. Supreme Court through its decision in Waterman v. McKenzie, 138 U.S. 252 (1981).  In Waterman, the court held:

“The patentee or his assigns may, by instrument in writing, assign, grant and convey, either, 1st, the whole patent, comprising the exclusive right to make, use, and vend the invention throughout the Unites States; or, 2d, an undivided part or share of that exclusive right; or, 3d, the exclusive right under the patent within and throughout a specified part of the United States. Rev. Stat. § 4898.  A transfer of either of these three kinds of interests is an assignment, properly speaking, and vests in the assignee a title in so much of the patent itself, with a right to sue infringers; in the second case, jointly with the assignor; in the first and third cases, in the name of the assignee alone.  Any assignment or transfer, short of one of these, is a mere license, giving the licensee no title in the patent, and no right to sue at law in his own name for infringement.”  Id. at 255.

In negotiating license agreements, one needs to be cognizant of the rights afforded to the licensee and its effect upon the obligations owed under the various federal laws, rules and regulations discussed above.  In the case of an exclusive license, one needs to be careful that the rights afforded to the licensee don’t ultimately result in the agreement itself being construed as an assignment.  In certain cases, the reservation of a simple right may be enough to avoid an assignment.  The Federal Circuit decisions in Abbott Laboratories v. Diamedix Corp., 47 F.3d. 1128 (Fed. Cir. 1995), and Vaupel Textilmaschinin KG v. Meccanica Euro Italia S.P.A., 944 F.2d 870 (Fed. Cir. 1991), provide the necessary analysis.  In Vaupel, the court held:


“[T]he use of the term “exclusive license” . . . is not dispositive; what the documents in fact recite is dispositive.  However, the term “assignment” has a particular meaning in patent law, implying the formal transfer of title.  We conclude that the subject agreements here, although not constituting a formal assignment of the U.S. patent, were a grant of all substantial rights and . . . permitted Vaupel to sue without joining [the grantor].

A patent . . . is, in effect, a bundle of rights which may be divided and assigned, or retained in whole or part.  In determining whether a grant of all substantial rights was intended, it is helpful to look at what right have been retained by the grantor, not only what was granted.  The agreements show that [the grantor] retained 1) a veto right on sublicensing by Vaupel; 2) the right to obtain patents on the invention in other countries; 3) a reversionary right to the patent in the event of bankruptcy or termination of production by Vaupel; and 4) a right to receive infringement damages. . . . [N]one of these reserved rights was so substantial as to reduce the transfer to a mere license or indicate an intent not to transfer all substantial rights.

. . . 

The agreements also transferred the right to sue for infringement of the . . . patent, subject only to the obligation to inform [the grantor].  This grant is particularly dispositive here.”  Vaupel, 944 F.2d at 875-76 (citations omitted).

By contrast, the court in Abbott held the agreement as not an assignment because Diamedix (the licensor) retained the substantial rights:

In this case, Diamedix has retained a significantly greater interest in the patents than [the grantor] retained in Vaupel.  Unlike in Vaupel, Diamedix retained a limited right to make, use, and sell products embodying the patented inventions, a right to bring suit on the patents if Abbott declined to do so, and the right to prevent Abbott from assigning its rights under the license to any party other than a successor in business.”  Abbott, 47 F.3d at 1132.

Sections 2B, 2C, 7C, 8 and 10 of Exhibit A are illustrations of various provisions used by WARF to avoid having its exclusive license construed to be an assignment.  Specifically, Section 2B (Reservation of Rights) reserves the right for WARF to grant other non-profit research institutions and governmental agencies the right to use the inventions for non-commercial research purposes.  Section 2C (License to WARF) reserves a similar right for improvements.  Section 7C (Termination) allows WARF to terminate the license if the licensee fails to commercialize the inventions by a predetermined date, while Section 8 (Assignability) precludes the licensee from assigning its rights under the license without the consent of WARF.  Finally, Section 10 (Enforcement) indicates that WARF maintains the right to bring infringement actions under those patents made a subject of the license.

2.
Obligation to promote the utilization, commercialization and public availability of subject inventions.

The Bayh-Dole Act obligates the non-profit organization and small business to promote the utilization, commercialization and public availability of those inventions in which title is retained.  To do so ultimately requires the licensing institution to transfer those obligations to the licensee, while at the same time establishing a means for monitoring and ensuring that the licensee is fulfilling its development obligations.  

One major concern should be that the licensed inventions will ultimately not make it to the commercial market by the selected licensee, whether by a lack of development or the intentional “shelving” of the technology in favor of another.  To avoid such events, a license agreement should include provisions allowing for the license to be terminated in the event development and/or commercialization is not occurring.   Sections 3, 4C, 6 and 7 of Exhibit A are illustrations of those provisions used by WARF to ensure that all reasonable steps are taken to make those inventions developed using federal funds available to the commercial market.  

Section 3 (Development) requires the licensee to agree to and warrant that it actually intends to use the inventions to develop products for the commercial market, that it will provide development reports and that it will open itself up to an audit to ensure that appropriate development activity is occurring.  When coupled with Sections 7C and 7D (Termination), additional assurance is provided.  Section 7D allows for the termination of the agreement if the licensee fails to actively pursue the development plan or to provide timely development reports, while Section 7C allows for the termination of the agreement if the licensee is slow in introducing a product to market.

V.
CONCLUSION


Many factors need consideration in transferring technologies developed at research colleges and universities.  The above discussion provides merely an introduction to the fundamental aspects of technology transfer and the licensing of intellectual property.  Developing a strong understanding of intellectual property law and the rules and regulations pertaining to technology transfer, as well as those policies useful in addressing the issues raised by such rules and regulations, will go along way in finding a balance between the needs and interests of the government, inventors, their institution and commercial partners.  We hope that this presentation provides a starting point for that development.

EXHIBIT A  


STANDARD EXCLUSIVE LICENSE AGREEMENT - WARF

(Selected Provisions)


This Agreement is made effective the ___ day of ___________, ____, by and between Wisconsin Alumni Research Foundation (hereinafter called “WARF”), a nonstock, nonprofit Wisconsin corporation, and ____________________ (hereinafter called “Licensee”), a corporation organized and existing under the laws of ____________________________;

.

.

.


Section 1.
Definitions.


For the purpose of this Agreement, the Appendix A definitions shall apply.


Section 2.
Grant.

                        A.        License.
 
            WARF hereby grants to Licensee under the Licensed Patents an exclusive license to make, use and sell Products in the Licensed Field and Licensed Territory.

 



B.         Reservation of Rights.

 

            WARF hereby reserves the right to grant non-profit research institutions and governmental agencies non-exclusive licenses to practice and use the inventions of the Licensed Patents for Non-Commercial Research purposes.  WARF, the University of Wisconsin and the inventors of the Licensed Patents shall have the right to publish any information included in the Licensed Patents.



C.        License to WARF.

 




(i)            Licensee hereby grants to WARF a nonexclusive, royalty-free, irrevocable, paid-up license, with the right to grant sublicenses to non-profit research institutions and governmental agencies, to practice and use “Improvements” for Non-Commercial Research Purposes.  “Improvements” shall mean any patented modification of an invention described in the Licensed Patents that (1) would be infringed by the practice of an invention claimed in the Licensed Patents; or (2) if not for the license granted under this Agreement, would infringe one or more claims of the Licensed Patents. Licensee shall provide WARF with a written, enabling disclosure of each such invention, unambiguously identifying it as an invention governed by this paragraph, within six (6) months of the issuance of a patent thereon.  




(ii)
In the event that Licensee discontinues the use or commercialization of the Licensed Patents or any Improvements provided for under this Agreement, Licensee hereby agrees to grant to WARF an option to obtain a nonexclusive, royalty-bearing license, with the right to grant sublicenses, to practice and use said Improvements for commercial purposes.  Licensee shall provide to WARF written notice that Licensee intends to discontinue such use or commercialization immediately upon making such a decision.  WARF’s option with respect to each Improvement shall expire sixty (60) days after WARF’s receipt of said written notice from Licensee.  The failure of WARF to timely exercise its option under this paragraph shall be deemed a waiver of WARF’s option, but only with respect to the Improvement so disclosed.


Section 3.
Development.


Licensee agrees to and warrants that it has, or will obtain, the expertise necessary to independently evaluate the inventions of the Licensed Patents and to develop Products for sale in the commercial market and that it so intends to develop Products for the commercial market.  Further, Licensee agrees to provide WARF with a development plan encompassing at least the information set forth in Appendix E describing the steps necessary to allow the inventions of the Licensed Patents to be utilized to provide Products for sale in the commercial market.  In addition, within one month following the end of each semi-annual period ending on June 30 and December 31 until the Date of First Commercial Sale of Products, Licensee will provide WARF with a written Development Report summarizing Licensee’s product development activities since the last Development Report and any necessary adjustments to the development plan.  All development activities and strategies and all aspects of product design and decisions to market and the like are entirely at the discretion of Licensee, and Licensee shall rely entirely on its own expertise with respect thereto.  WARF’s review of Licensee’s development plan is solely to verify the existence of Licensee’s commitment to development activity and to assure compliance with Licensee’s obligations to utilize the inventions of the Licensed Patents to commercialize Products for the marketplace, as set forth above.  WARF reserves the right to audit Licensee’s records relating to development of Products as required hereunder.  Such record keeping and audit procedures shall be subject to the procedures and restrictions set forth for audit of the financial records of Licensee in Section 6. 


Section 4.
Consideration.

.

.

.



C.
Minimum Royalty.


Licensee further agrees to pay to WARF a minimum royalty of _______ per calendar year or part thereof during which this Agreement is in effect starting in calendar year _______, against which any earned royalty paid for the same calendar year will be credited.  The minimum royalty for a given year shall be due at the time payments are due for the calendar quarter ending on December 31.  It is understood that the minimum royalties will apply on a calendar year basis, and that sales of Products requiring the payment of earned royalties made during a prior or subsequent calendar year shall have no effect on the annual minimum royalty due WARF for any given calendar year.

.

.

.


Section 6.
Recordkeeping.



A.
Licensee shall keep books and records sufficient to verify the accuracy and completeness of Licensee’s accounting referred to above, including without limitation inventory, purchase and invoice records relating to the Products or their manufacture.  In addition, Licensee shall maintain documentation evidencing that Licensee is in fact pursuing development of Products as required herein.  Such documentation may include, but is not limited to, invoices for studies advancing development of Products, laboratory notebooks, internal job cost records, and filings made to the Internal Revenue Department to obtain tax credit, if available, for research and development of Products.  Such books and records shall be preserved for a period not less than six (6) years after they are created during and after the term of this Agreement.  



B.
Licensee shall take all steps necessary so that WARF may within thirty (30) days of its request review and copy all the books and records at a single U.S. location to allow WARF to verify the accuracy of Licensee’s royalty reports and Development Reports.  Such review may be performed by any employee of WARF as well as by any attorney or registered CPA designated by WARF, upon reasonable notice and during regular business hours. 

.

.

.


Section 7.
Term and Termination.



A.
The term of this license shall begin on the effective date of this Agreement and continue until this Agreement is terminated as provided herein or until the earlier of the date that no Licensed Patent remains an enforceable patent or the payment of earned royalties under Section 4B, once begun, ceases for more than eight (8) calendar quarters.



B.
Licensee may terminate this Agreement at any time by giving at least ninety (90) days written and unambiguous notice of such termination to WARF.  Such a notice shall be accompanied by a statement of the reasons for termination.



C.
WARF may terminate this Agreement by giving Licensee at least ninety (90) days written notice if the Date of First Commercial Sale does not occur on or before __________, ____.



D.
If Licensee at any time defaults in the timely payment of any monies due to WARF or the timely submission to WARF of any Development Report, fails to actively pursue the development plan, or commits any breach of any other covenant herein contained, and Licensee fails to remedy any such breach or default within ninety (90) days after written notice thereof by WARF, or if Licensee commits any act of bankruptcy, becomes insolvent, is unable to pay its debts as they become due, files a petition under any bankruptcy or insolvency act, or has any such petition filed against it which is not dismissed within sixty (60) days, or offers any component of the Licensed Patents to its creditors, WARF may, at its option, terminate this Agreement by giving notice of termination to Licensee.

.

.

.


Section 8.
Assignability.


This Agreement may not be transferred or assigned by Licensee without the prior written consent of WARF.

.

.

.


Section 10.
Enforcement.


WARF intends to protect the Licensed Patents against infringers or otherwise to act to eliminate infringement, when, in WARF’s sole judgment, such action may be necessary, proper, justified and makes reasonable business sense considering all factors.  In the event that Licensee believes there is infringement of any Licensed Patent under this Agreement which is to Licensee’s substantial detriment, Licensee shall provide WARF with notification and reasonable evidence of such infringement.


Section 11.
Patent Marking.


Licensee shall mark all Products or Product packaging with the appropriate patent number reference in compliance with the requirements of U.S. law, 35 U.S.C. § 287.


Section 12.
Product Liability; Conduct of Business.



A.
Licensee shall, at all times during the term of this Agreement and thereafter, indemnify, defend and hold WARF and the inventors of the Licensed Patents harmless against all claims and expenses, including legal expenses and reasonable attorneys fees, arising out of the death of or injury to any person or persons or out of any damage to property and against any other claim, proceeding, demand, expense and liability of any kind whatsoever resulting from the production, manufacture, sale, use, lease, consumption or advertisement of Products arising from any right or obligation of Licensee hereunder.  WARF at all times reserves the right to select and retain counsel of its own to defend WARF’s interests.



B.
Licensee warrants that it now maintains and will continue to maintain liability insurance coverage appropriate to the risk involved in marketing the products subject to this Agreement and that such insurance coverage lists WARF and the inventors of the Licensed Patents as additional insureds.  Within ninety (90) days after the execution of this Agreement and thereafter annually between January 1 and January 31 of each year, Licensee will present evidence to WARF that the coverage is being maintained with WARF and its inventors listed as additional insureds.  In addition, Licensee shall provide WARF with at least thirty (30)  days prior written notice of any change in or cancellation of the insurance coverage.


Section 13.
Use of Names.


Licensee shall not use WARF’s name, the name of any inventor of inventions governed by this Agreement, or the name of the University of Wisconsin in sales promotion, advertising, or any other form of publicity without the prior written approval of the entity or person whose name is being used.


Section 14.
United States Government Interests.


It is understood that if the United States Government (through any of its agencies or otherwise) has funded research, during the course of or under which any of the inventions of the Licensed Patents were conceived or made, the United States Government is entitled, as a right, under the provisions of 35 U.S.C. §§ 200‑212 and applicable regulations of Chapter 37 of the Code of Federal Regulations, to a nonexclusive, nontransferable, irrevocable, paid-up license to practice or have practiced the invention of such Licensed Patents for governmental purposes.  Any license granted to Licensee in this Agreement shall be subject to such right.

.

.

.


Section 18.
Confidentiality.


Both parties agree to keep any information identified as confidential by the disclosing party, confidential using methods at least as stringent as each party uses to protect its own confidential information.  “Confidential Information” shall include Licensee’s development plan and development reports, the Licensed Patents and all information concerning them and any other information marked confidential or accompanied by correspondence indicating such information is confidential exchanged between the parties hereto.  Except as may be authorized in advance in writing by WARF, Licensee shall grant access to the Confidential Information only to its own employees involved in research relating to the Licensed Patents and Licensee shall require such employees to be bound by this Agreement as well.  Licensee agrees not to use any Confidential Information to its advantage and WARF’s detriment, including but not limited to claiming priority to any application serial numbers of the Licensed Patents in Licensee’s patent prosecution.  The confidentiality and use obligations set forth above apply to all or any part of the Confidential Information disclosed hereunder except to the extent that:



(i)
Licensee or WARF can show by written record that it possessed the information prior to its receipt from the other party;



(ii)
the information was already available to the public or became so through no fault of the Licensee or WARF;



(iii)
the information is subsequently disclosed to Licensee or WARF by a third party that has the right to disclose it free of any obligations of confidentiality; or



(iv)
five (5) years have elapsed from the expiration of this Agreement.


Section 19.
Authority.


The persons signing on behalf of WARF and Licensee hereby warrant and represent that they have authority to execute this Agreement on behalf of the party for whom they have signed.


IN WITNESS WHEREOF, the parties hereto have duly executed this Agreement on the dates indicated below.

   WISCONSIN ALUMNI RESEARCH FOUNDATION

By:____________________________________  Date: ____________, ______


Managing Director

   LICENSEE

By:____________________________________  Date: ____________, ______

Name and Office:_________________________________________________

-----------------------------------------------------------------

Reviewed by WARF’s Attorney:

____________________________
            __________, ____

David M. Kettner, Esq.

(WARF’s attorney shall not be deemed a signatory to this Agreement.)

APPENDIX A


A.
“Licensed Patents” shall refer to and mean those patents and patent applications listed on Appendix B attached hereto in countries in the Licensed Territory and any subsequent patent application owned by WARF in a country in the Licensed Territory but only to the extent it claims an invention claimed in a patent application listed on Appendix B.


B.
“Products” shall refer to and mean any and all products that employ or are in any way produced by the practice of an invention claimed in the Licensed Patents or that would otherwise constitute infringement of any claims of the Licensed Patents.


C.
“Date of First Commercial Sale” shall mean the date when cumulative sales to the retail market of Products exceeds $______________.


D.
“Selling Price” shall mean, in the case of Products that are sold or leased, the invoice price to the end user of Products (regardless of uncollectible accounts) less any shipping costs, allowances because of returned Products, or sales taxes.  The “Selling Price” for a Product that is transferred to a third party for promotional purposes without charge or at a discount shall be the average invoice price to the end user of that type of Product during the applicable calendar quarter.  WARF is exempt from paying income taxes under U.S. law.  Therefore, all payments due under this Agreement shall be made without deduction for taxes, assessments, or other charges of any kind which may be imposed on WARF by any government outside of the United States or any political subdivision of such government with respect to any amounts payable to WARF pursuant to this Agreement.  All such taxes, assessments, or other charges shall be assumed by Licensee.


E.
“Development Report” shall mean a written account of Licensee’s progress under the development plan having at least the information specified on Appendix D to this Agreement, and shall be sent to the address specified on Appendix D.


F.
“Licensed Field” shall be limited to the field of                                                                   .  


G.
“Licensed Territory” shall be limited to the United States and those countries or regions for which Licensee has paid to WARF the foreign filing fees as required under Section 4D above.


H.
“Non-Commercial Research Purposes” shall mean the use of the inventions of the Licensed Patents and/or Improvements for academic research purposes or other not-for-profit scholarly purposes not involving the use of the inventions of the Licensed Patents or Improvements to perform services for a fee or for the production or manufacture of products for sale to third parties.

EXHIBIT B


ACADEMIC RESEARCH LICENSE
This Agreement is made effective the ___ day of __________, ____, by and between Wisconsin Alumni Research Foundation (“WARF”), a Wisconsin nonprofit corporation located at 614 Walnut Street, Madison, Wisconsin 53705;          [Insert Academic Institution]         (“Institution”), an academic institution located at _______________________________________________________________, and       [Insert Researcher’s Name]              (“Researcher”), an individual conducting researcher at the Institution;

WHEREAS, Professor _________, a professor at the University of Wisconsin – Madison (“University”), has developed certain technology described in ______________________________, entitled “___________________________________” (hereinafter “Licensed Technology”); 

WHEREAS, WARF owns by assignment all right, title and interest in and to the Licensed Technology, and has agreed to grant licenses under the Licensed Technology to non-profit research institutions to develop and/or use “Materials” (defined below) for internal research purposes only; and

WHEREAS, Researcher and Institution desire to obtain such a research license to develop and/or use said “Materials” under the terms and conditions set forth below.

NOW, THEREFORE, in consideration of the above premises and the mutual covenants contained herein, the parties agree as follows:


1.
WARF hereby grants to Institution and Researcher a nonexclusive, nontransferable license under the Licensed Technology to develop and use Materials solely for research purposes within the Laboratory of Researcher.  As used herein, “Materials” shall refer to and mean any material arising from or developed through the use of the Licensed Technology, including but not limited to (i) any non-human mammals or cells produced by use of the Licensed Technology; and (ii) any cells, progeny or other biological materials derived from such non-human mammals or cells.


2.
The license provided hereunder does not grant Researcher or Institution the right to grant sublicenses under this Agreement, or the right to develop and/or use Materials for any commercial purpose or for the direct benefit of any for-profit institution, or to use any Materials to test compounds for any commercial purpose or for the direct benefit of any for-profit institution.  Researcher and Institution warrant and represent that Researcher’s research is not being funded by an industry sponsor who has rights (actual or contingent) to obtain possession, ownership or control of any Materials developed by Researcher or any data derived from said Materials.  Researcher and Institution agree that any breach of the forestated warranty entitles WARF to immediately terminate this Agreement and to demand destruction of the Materials.


3.
The license granted hereunder includes the right to make, use, breed and cross-breed (where applicable) Materials solely for internal research purposes.  Researcher and Institution shall have the right to transfer such Materials to third party non-profit institutions subject to Paragraph 4 below, and to third party for-profit institutions subject to Paragraph 5 below.  Researcher and Institution shall have the right to receive Materials from third parties subject to the terms and conditions of this Agreement.


4.
Transfer of Materials to Non-Profit Institutions:  Researcher and Institution may transfer Materials it makes or acquires during the term of this Agreement to non-profit institutions, provided that such non-profit institution has entered into a license agreement with WARF granting rights under the Licensed Technology and provided that no transfer of Materials shall be made for consideration.  With respect to further license rights under the Licensed Technology, the non-profit institution should contact:  Wisconsin Alumni Research Foundation, 614 Walnut St., 13th Floor, Madison, WI 53726.


5.
Transfer of Materials to For-Profit Institutions:  Researcher and Institution may transfer Materials it makes or acquires during the term of this Agreement to third party for-profit institutions subject to the following:  (a) the for-profit has entered into a written license agreement with WARF which expressly permits the for-profit institution to receive the Materials subject to a fee or royalty payable to WARF in consideration for the transfer; and (b) prior to any such transfer to the for-profit institution, Researcher and Institution have received written confirmation from WARF that WARF has received any payments then due to WARF from the for-profit institution for the right to receive said Materials.  Researcher and Institution shall not otherwise be permitted to transfer Materials to any for-profit institutions.  The transfer and use of the Materials by the recipient for-profit institution shall be subject to the terms and conditions of the license agreement between the recipient for-profit institution and WARF.  With respect to further license rights under the Licensed Technology, the non-profit institution should contact:  Wisconsin Alumni Research Foundation, 614 Walnut St., 13th Floor, Madison, WI 53726.


6.
Researcher and Institution hereby grant WARF the option to obtain a perpetual, royalty-free, non-exclusive research license, with the right to grant research sublicenses to the University, under any Materials developed under this Agreement.  Said option shall expire sixty (60) days after the disclosure of said Materials to WARF.  Disclosure of said Materials shall be by written notice to WARF within sixty (60) days of Researcher’s confirmation of the phenotype of the Materials.  If WARF does not exercise its option to receive a license thereunder within six (6) months of the date of the disclosure, its option under this paragraph shall be deemed terminated (but only with respect to the Materials disclosed).


7.
Any Confidential Information supplied by WARF or Prof. __________ shall be deemed to belong to WARF and to have been disclosed or provided to Researcher and Institution in confidence.  Researcher and Institution agree to exert their best efforts to preserve the confidential status of any such Confidential Information, following procedures with regard thereto at least as stringent as it follows with respect to its own proprietary information.  These confidential obligations shall not apply to any information that:



(a)
was known to either Researcher and Institution prior to the receipt of the Confidential Information from WARF or Prof. _______________, or that is developed independently of the Confidential Information;



(b)
becomes known to the public not as a result of any action or inaction by Researcher or Institution;



(c)
Researcher or Institution acquire from a third party who has the right to disclose to Researcher or Institution; or



(d)
five (5) years have elapsed from the later of the date of this Agreement or the disclosure of the Confidential Information to Researcher or Institution.


8.
Researcher agrees to communicate to WARF all publications and/or research results made public by Researcher or the Institution based on Researcher’s use of the Materials.  In addition, Researcher and Institution agree that any reports, publications, or other disclosure of results obtained with the Materials will acknowledge that the Materials were developed using the Licensed Technology.  

9.
The term of this license shall begin on the effective date of this Agreement and continue for a period of five (5) years, or until this Agreement is terminated as provided herein.


10.
Researcher and Institution agree to waive all claims which may be brought against WARF, Prof. ______________ or the University that arise out of the use of Materials or the Licensed Technology by Researcher or Institution.  Except as may be limited by state law governing Institution, Institution agrees to defend and indemnify WARF, Prof. ____________, the University and their employees or agents, from all claims asserted by any third party and any damages and recoveries resulting therefrom arising from the use of Materials or the Licensed Technology by Researcher or Institution. 


11.
The parties acknowledge that WARF MAKES NO REPRESENTATIONS, EXTENDS NO WARRANTIES OF ANY KIND, EITHER EXPRESS OR IMPLIED, AND ASSUMES NO RESPONSIBILITIES WHATSOEVER WITH RESPECT TO THE USE BY RESEARCHER OR THE INSTITUION OF THE INVENTIONS LICENSED UNDER THIS AGREEMENT.  Neither WARF, Prof. ____________ nor the University make any representations that any use of the Materials will not infringe any patent or proprietary rights of any third parties.

12.
It is understood that if the United States Government (through any of its agencies or otherwise) has funded research, during the course of or under which any of the Licensed Technology was conceived or made, the United States Government is entitled, as a right, under the provisions of 35 U.S.C. §§ 200-212 and applicable regulations of Chapter 37 of the Code of Federal Regulations, to a nonexclusive, nontransferable, irrevocable, paid-up license to practice or have practiced the Licensed Technology for governmental purposes.  Any license granted to Licensee in this Agreement shall be subject to such right.

13.
This Agreement is nonassignable, is governed by the laws of Wisconsin and may be amended only with the mutual written consent of both parties.  If any provisions of this Agreement are or shall come into conflict with the laws or regulations of any jurisdiction or any governmental entity having jurisdiction over the parties or this Agreement, those provisions shall be deemed automatically deleted, if such deletion is allowed by relevant law, and the remaining terms and conditions of this Agreement shall remain in full force and effect.  If such a deletion is not so allowed or if such a deletion leaves terms thereby made clearly illogical or inappropriate in effect, the parties agree to substitute new terms as similar in effect to the present terms of this Agreement as may be allowed under the applicable laws and regulations.  The parties hereto are independent contractors and not joint venturers or partners.  


14.
No agreement between the parties shall exist unless Researcher, the duly authorized representative of Institution and the Managing Director of WARF have signed this document within sixty (60) days of the effective date written on the first page of this Agreement.


15.
The parties have indicated their acceptance of the terms of this Agreement by the signatures set forth below on the dates indicated.  Each individual signing for a corporate entity hereby personally warrants his or her legal authority to bind that entity.

WISCONSIN ALUMNI RESEARCH FOUNDATION
By: 








  Date: _________________

    Carl E. Gulbrandsen, Managing Director

INSTITUTION

By: 








  Date: _________________

Name and Title:  _____________________________________________________
EXHIBIT C

BIOMATERIALS LICENSE AGREEMENT


This Agreement is made effective the ___ day of ___________, _____, by and between Wisconsin Alumni Research Foundation (hereinafter called “WARF”), a nonstock, nonprofit Wisconsin corporation, and ______________________________ (hereinafter called “Licensee”), a company organized and existing under the laws of _____________.


WHEREAS, the materials identified below (the “Materials”), have resulted from the research efforts of Prof. ______________, a professor at the University of Wisconsin-Madison (“University”), working either alone or together with other researchers at the University (“Researchers”); and


WHEREAS, WARF, as the designated patent management organization for the University, holds certain rights in and to the Materials by assignment; and


WHEREAS, Licensee desires to obtain a license under WARF’s Rights to the Materials to make, use and sell Products.


NOW THEREFORE, in consideration of the mutual covenants and agreements set forth below, the parties agree as follows:


1.
Definitions.  The following definitions shall apply in this Agreement:


A.
“Materials” shall mean the ___________________, referred to by WARF Ref. No.: ________________________, entitled “_______________________________,” obtained by or on behalf of Licensee with WARF’s consent from Professor _____________, any Researchers working with Professor _____________, WARF or any other party.

B.
“Products” shall mean the Materials in a form suitable for commercial distribution, and any derivatives of the Materials. 


C.
 “WARF’s Rights” shall mean WARF’s rights as owner by assignment of the Materials and the know-how embodied in the Materials.


D.
 “Net Sales” shall mean the amount Licensee actually receives from its customers for the sale, lease or assignment of Products.


E.
“Licensed Field” shall be limited to the field of _____________________.


2.
Grant.  WARF hereby grants to Licensee a nonexclusive, nontransferable, worldwide license under WARF’s Rights to possess and use the Materials to make, use and sell Products in the Licensed Field.


3.
Transfer and Disposition of Materials.  


A.
WARF shall direct Professor _____________ to transfer the Materials to Licensee within thirty (30) days of Licensee’s execution of this Agreement.  Licensee shall not sell, transfer, assign or otherwise provide access to or dispose of any of the Materials.  Upon termination of this Agreement, Licensee will, at WARF’s option, either return or destroy the Materials and any derivatives of the Materials, and cease making and selling Products produced under this Agreement.  

B.
Licensee is responsible for maintaining a sufficient quantity of the Materials during the term of this Agreement for Licensee’s back-up purposes.  WARF shall only cause replacement Materials to be delivered to Licensee for a one (1) year period after the effective date of this Agreement.  Such replacement Materials shall be provided the first time to Licensee at WARF’s expense.  Any subsequent requests for Materials shall include a transfer fee, which shall reimburse WARF, Professor __________ and/or the University for the costs associated with providing the additional Materials.  


4.
Consideration.  

A.
Licensee agrees to pay to WARF a license fee of $__________ within thirty (30) days of Licensee’s execution of this Agreement. 


B.
Licensee shall also pay to WARF a royalty of _________________ (___%) of the Net Sales of Products.  Such royalties shall be paid to WARF on a quarterly basis, with such amounts due and received by WARF on or before the thirtieth (30th) day following the end of the calendar quarter ending on March 31, June 30, September 30 or December 31 in which such royalties were earned.  Royalties paid to WARF shall be accompanied by a Royalty Report in the form as shown in Appendix A of this Agreement, detailing the calculation of the royalties paid.  The balance of any amounts which remain unpaid more than thirty (30) days after they are due to WARF shall accrue interest until paid at the rate of the lesser of one percent (1%) per month or the maximum amount allowed under applicable law.  In no event, however, shall this interest provision be construed as a grant of permission for any payment delays.  If however, no payment is owed to WARF, a statement setting forth that fact shall be supplied to WARF.    


C.
Licensee shall keep books and records sufficient to verify the accuracy and completeness of Licensee’s accounting referred to above, including without limitation inventory, purchase and invoice records relating to the Products or their manufacture.  WARF reserves the right to review and copy all the books and records at a single U.S. location to verify the accuracy of Licensee’s accounting.  Such review may be performed by any employee of WARF as well as by any attorney or registered CPA designated by WARF, upon reasonable notice and during regular business hours. 


5.
Certain Warranties of WARF.  WARF warrants that it has the right to enter into this Agreement.  However, nothing in this Agreement shall be construed as a warranty or representation by WARF that any Materials or Products or anything else made, used, sold or otherwise disposed of under the license granted in this Agreement will or will not infringe patents of third parties.  WARF MAKES NO REPRESENTATIONS, EXTENDS NO WARRANTIES OF ANY KIND, EITHER EXPRESS OR IMPLIED, INCLUDING WARRANTIES FOR MERCHANTABILITY OR FITNESS FOR A PARTICULAR PURPOSE, AND ASSUMES NO RESPONSIBILITIES WHATSOEVER WITH RESPECT TO THE MATERIALS, THE PRODUCTS, OR THE USE, SALE, OR OTHER DISPOSITION BY LICENSEE OR ITS VENDEES OR OTHER TRANSFEREES OF PRODUCTS.


6.
Term; Termination.  The term of this license shall begin on the effective date of this Agreement and continue for a period of ________ (___) years thereafter, unless otherwise terminated as provided herein or as permitted by law.  If Licensee has paid WARF all fees specified in Section 4A, Licensee may terminate this Agreement at any time by giving at least ninety (90) days written notice of such termination to WARF.  If Licensee at any time defaults in the timely payment of any monies due to WARF or commits any breach of any other covenant herein contained, and Licensee fails to remedy any such breach or default within ninety (90) days after written notice thereof by WARF, or if Licensee commits any act of bankruptcy, becomes insolvent, is unable to pay its debts as they become due, files a petition under any bankruptcy or insolvency act, or has any such petition filed against it which is not dismissed within sixty (60) days, or offers any component of the Materials to its creditors, WARF may, at its option, terminate this Agreement and any license granted hereunder by giving  notice of termination to Licensee.  Upon the termination of this Agreement, Licensee shall remain obligated to provide an accounting for and to pay royalties earned up to the date of the termination.  


7.
Product Liability; Conduct of Business.  All development and marketing activities, strategies, design and decisions are entirely at the discretion of Licensee, and Licensee shall rely entirely on its own expertise with respect thereto.  Licensee shall, at all times during the term of this Agreement and thereafter, indemnify, defend and hold WARF and the inventors of the Materials harmless against all claims and expenses, including legal expenses and reasonable attorneys fees, arising out of the death of or injury to any person or persons or out of any damage to property and against any other claim, proceeding, demand, expense and liability of any kind whatsoever (other than patent infringement claims) resulting from the production, manufacture, sale, use, lease, consumption or advertisement of Products arising from any right or obligation of Licensee hereunder.  WARF at all times reserves the right to select and retain counsel of its own to defend WARF’s interests.  Licensee warrants that it now maintains and will continue to maintain liability insurance coverage appropriate to the risk involved in marketing and selling the products subject to this Agreement.  In addition, Licensee shall provide WARF with at least thirty (30)  days prior written notice of any change in or cancellation of the insurance coverage. 


8.
U.S. Government Interests.  The parties acknowledge that if any U.S. agency has funded research from which the Materials or any of WARF’s Rights arose, the United States may be entitled to certain rights under the provisions of 35 U.S.C. § 200-212 and applicable regulations of Chapter 37 of the Code of Federal Regulations.  The license granted hereunder shall be subject to such rights.


9.
Notices.  Any notice required to be given pursuant to the provisions of this Agreement shall be in writing and shall be deemed to have been given at the earlier of the time when actually received as a consequence of any effective method of delivery, including but not limited to hand delivery, transmission by telecopier, or delivery by a professional courier service or the time when sent by certified or registered mail addressed to the party for whom intended at the address below or at such changed address as the party shall have specified by written notice, provided that any notice of change of address shall be effective only upon actual receipt. 


(a)
Wisconsin Alumni Research Foundation



Attn:  Managing Director



614 Walnut Street



Madison, Wisconsin  53726


(b)
_________________________________



Attn: 







_________________________________


_________________________________


10.
Miscellaneous.  This Agreement shall be governed by and construed in all respects in accordance with the laws of the State of Wisconsin.  The parties hereto are independent contractors and not joint venturers or partners.  This Agreement constitutes the full understanding and entire agreement between the parties and merges all prior agreements with respect to the subject matter hereof.  Licensee agrees not to use WARF’s name, the names of the inventors of the Materials, or the name of the University of Wisconsin in sales promotion, advertising, or any other form of publicity without the prior written approval of the entity or person whose name is being used.


11.
Authority. The persons signing on behalf of WARF and Licensee warrant and represent that they have authority to execute this Agreement on behalf of the party for whom they have signed.


IN WITNESS WHEREOF, the parties hereto have duly executed this Agreement on the dates indicated below.

     Wisconsin Alumni Research Foundation
By:_____________________________________
Date:________________________

   Carl E. Gulbrandsen, Managing Director

     [LICENSEE]
By:_____________________________________
Date:________________________

   Name and Office:_______________________________________________________

-------------------------------------------------------------------------------------------

Reviewed as to form by WARF’s Attorney:

____________________________            __________, ____

(WARF’s attorney shall not be deemed a signatory to this Agreement.)

WARF Ref:  ____________– P______US

EXHIBIT D

MATERIALS TRANSFER AGREEMENT


This Agreement dated and effective ____________, ____, is between ____________________ (“Transferee”), a ____________ corporation located at ________________________, and the Wisconsin Alumni Research Foundation (“WARF”), a Wisconsin nonprofit, nonstock corporation located at 614 Walnut Street, Madison, Wisconsin 53726.


The materials identified below (the “Materials”), have resulted from the research efforts of Professor __________________, a professor at the University of Wisconsin-Madison (“University”), working either alone or together with other researchers at the University (the professor and the other researchers are collectively referred to as “University Researchers”).  WARF, as designated patent management organization for the University, holds, or may hold, a proprietary interest relating to the Materials by assignment.  The Materials are identified as follows:

[IDENTIFY MATERIALS]

WARF Ref: Inventor-P_____


It is WARF’s understanding that Professor _________ may provide to Transferee a sample of the Materials.  Transferee agrees to receive the Materials subject to the following obligations and provisions:


1.
Transferee shall receive and use the Materials solely to evaluate the Materials to determine if Transferee desires to license the Materials from WARF for commercial purposes.  Transferee shall use the Materials in compliance with any and all applicable governmental rules and regulations relating to the handling or use of such Materials.


2.
Transferee agrees to cease all use of the Materials and any “Derivative Materials” ___________ (___) days from the effective date first set forth above, at which time all Materials and Derivative Materials shall be entirely destroyed.  Derivative Materials as used herein shall mean any other materials or products that are derived from, are produced by use of, or that wholly or partially incorporate the Materials.  Transferee agrees that all information received from WARF or the University Researchers relating to the Materials (the “Information”) will not be used by Transferee or its employees or agents as the basis for any patent application disclosing or claiming any of the same without WARF’s written consent.


3.
All Information and Materials supplied by WARF or University Researchers shall be deemed to belong to WARF and to have been disclosed or provided to Transferee in confidence.  Except as may be authorized in advance in writing by WARF, Transferee shall retain all Materials in its secure possession and will not transfer possession of such Materials or any results of any study of the Materials (“Results”) to anyone outside Transferee or its affiliates for any purpose.  Transferee agrees to exert its best efforts to preserve the confidential status of the Materials, Information and Results following procedures with regard thereto at least as stringent as it follows with respect to its own proprietary information.  These confidentiality obligations shall not apply to any information that:


(a)
was known to Transferee prior to the receipt of the Materials or Information or that is developed independently of the Materials and Information;


(b)
becomes known to the public not as a result of any action or inaction by Transferee;


(c)
Transferee acquires from a third party who has the right to disclose to Transferee; or


(d)
with respect to Information and Results other than the Materials, five (5) years have elapsed from the later of the date of this Agreement or the disclosure of the Information to Transferee.


4.
None of the Materials or Derivative Materials will be manufactured by or for Transferee in commercially significant quantities or offered for sale to others without a license to do so from WARF.  It is understood that under this Agreement, no implied or express license is granted by WARF to Transferee for any of the Materials or Information.


5.
Transferee acknowledges that the Materials are experimental and are supplied to Transferee WITHOUT ANY WARRANTIES, EXPRESS OR IMPLIED, INCLUDING ANY WARRANTY OF TITLE, MERCHANTABILITY OR FITNESS FOR A PARTICULAR PURPOSE OR ANY WARRANTIES REGARDING INFRINGEMENT OF THIRD PARTY RIGHTS.  Transferee agrees to rely solely upon its own opinion of the Materials with regard to their safety and suitability for any purpose.


6.
Transferee agrees to waive all claims against WARF, the University Researchers, and the University of Wisconsin and to defend and indemnify any and all of them and their employees or agents from all claims asserted by any third party and any damages and recoveries resulting therefrom arising from the use, storage, or handling of the Materials by or caused or allowed by Transferee.  Neither WARF, Professor _________ nor the University Researchers make any representations that the use of the Materials will not infringe any patent or proprietary rights of any third parties.


7.
Transferee agrees to communicate to WARF all publications and presentations made by Transferee based on Transferee’s research using the Materials.  In addition, Transferee agrees that any reports, publications, or other disclosure of results obtained with the Materials will acknowledge Professor _____________ and the University as the source of the Materials.


8.
This Agreement is nonassignable, is governed by the laws of Wisconsin and may be amended only with the mutual written consent of both parties.


9.
No agreement between the parties shall exist unless the duly authorized representative of Transferee and the Managing Director of WARF have signed this document within sixty (60) days of the effective date written on the first page of this Agreement.


The parties have indicated their acceptance of the terms of this Agreement by the signatures set forth below on the dates indicated.  Each individual signing for a corporate entity hereby personally warrants his or her legal authority to bind that entity.

WISCONSIN ALUMNI RESEARCH FOUNDATION
By: 

Date:  




    Carl E. Gulbrandsen, Managing Director

TRANSFEREE
By: 

Date:  




Name and Title: 









� David M. Kettner is the Associate General Counsel for the Wisconsin Alumni Research Foundation: 614 Walnut Street, Madison, Wisconsin, 53726.


� William J. Decker, Ph.D. is the Assistant Director of Physical Science Licensing for the Technology Transfer and Intellectual Property Services (TechTIPS) of the University of California, San Diego:  9500 Gilman Drive Dept. 0910, La Jolla, CA 92093-0910
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