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ABSTRACT

This article discusses the most important issues and trends in negotiating Research and Development agreements in various contexts.  It expands upon a presentation by Mr. Fersko at the BIO 2000 International Biotechnology Meeting & Exhibition held in Boston, MA in March 2000.  

INTRODUCTION

Biotechnology is a field that has grown through collaborative efforts.
  It is rare that one company possesses all the patents, technical information and know-how necessary to develop a product and, even if it does, it may need another company's regulatory expertise and/or manufacturing and/or distribution capability to bring a product from the lab bench to the market.  There are recurrent issues in all negotiations and certain rules that seem applicable and common to all transactions, yet certain distinctions are unique depending upon the parties involved.  This article illustrates these common issues and the issues that are unique to different situations and highlights some of the practical legal issues to consider when negotiating Research and Development agreements in domestic, international and governmental contexts.

THE COMMON ISSUES IN ANY BASIC NEGOTIATION OF BIOTECH TRANSACTIONS

Define the Project Product

Parties should carefully define the goal of the transaction, i.e. the specific product that should result if the Project is to be successful.  Negotiations will flow more smoothly and there will be fewer surprises if the specific project product is carefully defined in a research plan.  In order to end up with a meaningful agreement, the parties must define everything at the outset.  The definitions of the substance of the agreement control the interpretation of the subsequent provisions.  If the goal of the agreement is a new improved product over a previous one, e.g. one that can be delivered subcutaneously as opposed to intravenously or one that has a longer shelf life or is more stable in various ways--the precise goals should be carefully defined so there is no dispute as to what developments are meaningful.  In this regard, a carefully defined research plan should also detail the responsibilities of the parties, both in terms of conducting the R&D activities and in specifying the financial obligations of the parties.

Clarify Intellectual Property Rights

Parties should clarify the intellectual property rights of each party upon entering into negotiations and carefully delineate the rights and responsibilities of each party resulting from the agreement.  Carefully defined terms setting forth what each party comes in to the collaboration with will avoid later disputes as to what parties are entitled to as a result of the collaboration.

In most agreements, it is crucial to provide carefully detailed descriptions of each side's inventions, know how, patent rights, technical expertise, interest in joint developments and interest in third-party developments.  If the definitions are adhered to and if both sides delineate what they come in with and understand what each side is to contribute to the project product then the development or project product will be clearly discernable and the parties’ relative contributions will be apparent.  To ensure a smooth functioning collaboration, Project Teams or Steering Committees may be employed to handle issues relating to research and development direction, budgets and rights to inventions.  Nothing should be left to chance.  There should be rules inherent in the agreement to govern most issues and mechanisms for dispute resolutions should be outlined, as discussed below.  (See infra notes 14 and 31, and accompanying text.)

The Problem With Joint Patents in the Absence of an Agreement

The importance of clarifying the intellectual property rights of each party can be illustrated in the context of an agreement that ignores these issues when there are joint developments.  For example, the joint development of technology may lead to joint ownership of the resulting patentable inventions or other intellectual property.  Joint ownership may arise by default from joint development unless the parties explicitly provide to the contrary.
  Therefore, the ownership status of these joint developments, and the parties’ rights and obligations with respect to them, need to be considered in structuring any relationship.  An agreement providing that each party will own the technology it contributes or develops in the course of the collaboration may be overly simplistic.
  In the absence of an agreement between the parties, the law provides a number of default rules that govern joint ownership, but these default rules are replete with traps for the unwary and may generate results that the parties never intended and would prefer to avoid.
  

The statutory and common law applicable to joint ownership of patents is generally different from title rights in other types of personal property.  Title 35, Section 262 of the United States Code provides that “in the absence of any agreement to the contrary, each of the joint owners of a patent may make, use, offer to sell, or sell the patented invention within the United States, or import the patented invention into the United States, without the consent of and without accounting to the other owners.”
  Moreover, each co-owner’s rights include the right to license others to make, use, sell, or import the invention without the consent of the other co-owners or any obligation to account.
  The fact that each co-owner has the right to use and license the patented invention means that each co-owner has the power only to grant non-exclusive licenses, i.e. no co-owner, acting alone, has the power to grant an exclusive license.  This right to grant non-exclusive licenses has been described as putting each co-owner “at the mercy” of any other co-owner.
  As a result, a patent generally cannot be enforced without the agreement of all of the joint owners.
  It is therefore important that the necessary agreements have been made between the joint owners and with any licensee of the patent to ensure that the licensee has received all of the rights under the license for which it has bargained.

A temporary solution is to have joint inventors or joint owners agree that no one will make, use, sell, import, or license the invention without the consent of the other until an agreement is reached as to the details of joint ownership, partnership, and financing.
  The parties may provide that each will own the intellectual property that it played a larger role in developing and license such intellectual property to the other party.  One problem with this approach is that disagreements may ensue over the quantity or the quality of the effort contributed by each party.  Sometimes neither party is willing to be a licensee.  In that case, the parties may provide for the creation of a separate entity to own the intellectual property, with each party having an ownership interest in and a degree of control over the decisions of that entity.  The parties to this type of arrangement must factor in all of the limitations of joint ownership when making decisions.  Another arrangement is an agreement that provides for one party to own all of the intellectual property and to grant a perpetual, non-exclusive license to the other party.  While sole ownership may not solve all potential problems, placing ownership in one party reduces the uncertainties resulting from the inconsistent legal rules that apply to joint owners in different countries and for different forms of intellectual property.
  Parties that choose this structure may still want to negotiate and agree upon terms for sharing of profits, control of licensing, responsibility for administration and enforcement of intellectual property rights, responsibility for warranties, control of litigation, and rights to use technology in other products.
  

Of course, Title 35 only governs in the United States.  The rules applicable to jointly owned patents are quite different in many foreign countries.  In Canada, for example, it has been held that a joint owner of a patent, while having the right to itself exploit the patented invention, has no right to license a third party without the consent of the other joint owner.
  Therefore, an explicit agreement is imperative where there may be intellectual property rights in multiple countries, since the default rules differ from country to country.

Provide for Rights on Termination

Parties should clearly define their rights upon termination of the agreement.  A good termination clause should include not only a list of the events of termination, but it should provide for a determination of the rights of the parties to the products, know-how, and patents created prior to termination.
  There may be considerable intellectual property that has been developed on the way to the end point and it should be salvaged even if the agreement is terminated before reaching the end point.  If necessary, parties should include a mechanism by which they will settle disputes over the division of the fruits of the agreement and set royalty rates for any potential licenses that may need to be negotiated after termination.
  Most importantly, nothing should be left to chance.  Every possible eventuality should be covered to prevent litigation after termination of the agreement.  Litigation is generally a black hole and it should be avoided if possible.

Provide Dispute Resolution Mechanisms

As indicated earlier, parties should provide for a dispute resolution mechanism to resolve those issues that cannot be settled through the contract.  One popular approach is to submit disputes to arbitration, which, if carefully planned, can have advantages over litigation.  Parties can avoid the uncertainties and some of the expenses of litigation in a foreign judicial system.
  Parties may choose who will decide the dispute and the rules under which he or she will operate.
 Lastly, the process can be prompt and confidential, and the settlement is easily enforced.
  In order to take full advantage of arbitration, however, parties must carefully draft their arbitration clause.  The parties must eliminate the opportunity for one side to delay the proceedings and arbitrators must be chosen carefully to preclude any potential for bias.  Finally, parties should scrutinize the choice of venue to make certain that local law supports the arbitration and to ensure that any services (e.g., translation) required for arbitration are available at a reasonable cost. 

Arbitration can be ad hoc and relatively informal or it can proceed under the auspices of an arbitration institution.  Among the latter, prominent bodies include the American Arbitration Association (“AAA”), the International Chamber of Commerce International Court of Arbitration (“ICC”), and the LCIA (previously known as the London Court of Arbitration).  Informal and formal arbitration differ in many ways, but one important difference is cost.  

 Formal arbitration is expensive and some institutions are more costly than others are.  Arbitration at the ICC can be very expensive.  The costs associated with ICC arbitration include administrative expenses, fees and compensation of the arbitrator(s) and experts appointed by the Arbitral Tribunal, and the “reasonable” legal expenses and costs of both parties.
   The ICC fixes administrative expenses and arbitrators’ fees as a proportion of the value of the underlying dispute.  As the amount in dispute increases, the arbitration becomes more costly.  Currently, parties to a dispute involving a sum of $1,000,001 will pay $16,800 in administrative expenses and between $11,250 and $53,500 per arbitrator.
  A dispute involving $10,000,001 will result in administrative expenses of $33,800 and a minimum arbitrator’s fee of $28,750 and a maximum of $136,000.
   When the parties’ dispute involves an amount over $100,000,000, the ICC will assess a flat administrative fee of $75,800 and between $61,750 and $260,000 in arbitrator’s fees.
  When the arbitration is complete, the Court decides where to set arbitrator’s fees within the acceptable range in light of the “diligence of the arbitrator, the time spent, the rapidity of the proceedings, and the complexity of the dispute.”
  However in extraordinary circumstances the Court may set the arbitrator’s fee and administrative expenses above the published maximum.
  

By contrast, the LCIA bases its costs on the actual expenditures, in time and other resources, of the Tribunal and the LCIA.  Because costs are not pegged to the value of the underlying dispute, arbitration at LCIA can often prove inexpensive as compared to arbitration at the ICC.   Parties to a dispute arbitrated at LCIA must pay the following administrative expenses: a fixed registration fee of £1,500 (approximately $2,238), five percent of the fees of the Tribunal, £150 per hour (approximately $224) for time spent by the Registrar and £75 (approximately $112) for time spent by the Secretariat on the dispute, and any expenses incurred by the Secretariat for the arbitration.
   The LCIA Tribunal’s fees are similarly fixed to the arbitrator’s actual expenditures.  The per diem fees of the Tribunal may range between £800 and £2,000 (approximately $1,194 and $2,985) with £100-250 (approximately $150 to $374) per hour for periods less than or in addition to a full day.
  Unlike arbitration at ICC, the LCIA and Tribunal must agree in writing on the level of compensation prior to the appointment of the Tribunal by the LCIA.  Because parties to arbitration at LCIA pay lower administrative fees and fixed daily and hourly rates for arbitration, they will often find the LCIA a much more cost-effective arbitration institution than the ICC.  However, even LCIA arbitration can be more costly than arbitration at AAA.

Parties to arbitration over a relatively small amount will pay less in administrative fees at AAA than they would at either LCIA or ICC.  Although AAA, like LCIA, charges administrative fees as a proportion of the total value in dispute, that share is much smaller at AAA.  For instance, parties with a $100,000 claim will pay $1,250 in filing fees with AAA in addition to a per hearing fee of $150 for hearings before a single arbitrator and $250 before a multi-arbitrator panel.
  Those same parties will pay $4,250 in administrative fees at ICC and approximately $2,238 at LCIA.
  However, when the amount in controversy and the complexity of the dispute grows, arbitration at AAA becomes less attractive relative to arbitration at LCIA.  Parties with a $1,000,000 dispute at AAA will pay $5,000 in administrative fees in addition to per hearing fees, while the administrative fees of LCIA remain unchanged.
  The bottom line is that parties should gauge the cost of different arbitration institutions with their particular dispute in mind.  Indeed, parties should consider the option of electing to arbitrate disputes without any arbitration institution at all.

Parties to a dispute can save money by arbitrating their dispute informally.  Parties to such ad hoc, informal arbitration should elect an established set of arbitration rules that will govern the process, such as the United Nations Commission on International Trade Law Arbitration Rules (“UNCITRAL Rules”).  The cost savings of UNCITRAL arbitration are readily apparent: parties need not pay the administrative fees of an arbitration institution.  Nonetheless, informal arbitration can be expensive, even if cheap relative to arbitration at the ICC or LCIA.  While the fees of the UNCITRAL arbitral tribunal are required to be “reasonable” in light of the complexity of the arbitration and the time required to dispose of it, they still include expenses for arbitrators, experts, witnesses, and in some situations the costs of legal representation of the successful party.
  Since even informal arbitration can be costly, parties should seek ways to reduce the expense of settling a dispute before they are actually embroiled in one. 

One way of reducing the costs associated with settling disputes is to adopt a “baseball arbitration” strategy.  Developed to settle disputes among owners and players of Major League Baseball, baseball arbitration (otherwise known as final offer arbitration) works particularly well in cases where each side can decide upon an amount that would satisfy them as the result of the arbitration.  Each side submits its “offer” to the arbitrator, and the arbitrator must choose one of the two as the ultimate settlement.  The arbitrator is not allowed to deviate from these choices or form a compromise settlement.
  In theory, baseball arbitration gives parties to a dispute an incentive to settle quickly and to avoid inflating their demands to influence the compromise judgment of the arbitrator.  Analysts disagree about the overall desirability of final offer arbitration for baseball, but recent surveys indicate that the process has at the very least promoted settlement among the parties.
  States have begun to adopt the scheme in arbitration involving municipal employees with similarly positive results.
 

LICENSING ISSUES

Carving up the Pie - Exclusively

Although this writing is primarily focused on research and development agreements, it is important to understand that the end-point relationship is often either a joint enterprise or more often one party licenses a development to another party.  Accordingly, a few basics respecting licensing are important to take into consideration.

Sometimes, a license may be exclusive for a period of time, and then becomes non-exclusive.  Licenses also can be provided for a defined field of use.  For example, it might be possible to separately license different methods of administering a drug, i.e. one license for oral administration, a second license for topical administration, a third license for subcutaneous administration, etc.  In other instances, licenses can be limited geographically.  Geographical limitations are often by country, continent, or state, and can be useful for parsing manufacturing and distribution rights among multiple parties.  In structuring such agreements, care should be taken to avoid running afoul of antitrust laws or the express purpose for granting patents.

Non-Exclusive but Most-Favored Licensee

Although non-exclusive licenses may promote competition and efficient use of resources, one condition that some licensees request or insist upon (particularly when the non-exclusive license is what the licensee is deriving from the collaboration) is a "most-favored-licensee" clause.  Such a clause is designed to protect the non-exclusive licensee against future competitive disadvantage by granting a non-exclusive licensee the benefit of more favorable terms contained in similar non-exclusive licenses that the licensor may grant to others.
  Usually the licensee requesting a most-favored-licensee clause is primarily concerned with paying royalty rates that are no higher than what its competitors pay.  Relying upon the basic principles of contract law, courts routinely uphold most-favored-licensee provisions.

Most-favored licensee provisions are, of course, preferably avoided from the view of the licensor.  Such provisions not only complicate the current license, but potentially past and future licenses as well.  Furthermore, the burden often is placed upon the licensor to notify the licensee of future agreements negotiated with others that may fall under the most-favored-licensee provision.
  Thus, if such a provision is provided in the license agreement, the agreement should make explicit when the most-favored-licensee provision goes into effect.  Furthermore, any future non-exclusive license should be the same in the material terms of the agreement in order for the licensee to evoke this clause.
  This covers the situation where a new license agreement may have lower royalty rates for a reason not applicable to the current agreement, e.g., where other consideration or other restrictive terms might be involved.  This generally is useful to prevent licensees from continually asking for a more favorable royalty rate without having to adhere to less favorable provisions.  Most-favored-licensee clauses can and should provide specifically for situations, such as infringement settlement licenses and lump sum payments, that ordinarily might not be anticipated.

Options Should be Written to Bind the Parties

A final point regarding licensing of the results of the collaboration involves options.  Often a party will become a licensee of technology when the development is ripe by exercising an option to take the license.  It is this author's practice to set forth the full and complete terms of the license agreement to the option agreement so that there is no question about what the licensee is getting or the licensor is giving.

In the absence of such definitive terms and conditions, the option may not be binding.
  The better policy is to provide terms and conditions that are clear and then provide mechanisms, as discussed hereinbefore (see supra Part I-E) for determining the terms and conditions not initially spelled out.

INTERNATIONAL TRANSACTIONS

Biotechnology knows no national boundaries, and neither do the deals struck to promote it.  The extent to which international partners are collaborating on projects was witnessed by the turnout at BIO 2000, a conference on biotechnology held this year in Boston.  The number of international participants jumped from 1,650 in 1999 to 2,000 this year, and the conference saw the industry’s largest forum for creating international partnerships.
 Overall attendance grew to 10,280 from just 5,700 last year.  The conference hosted 950 meetings for representatives of 33 major companies to discuss collaboration.
  Nevertheless, negotiating Research and Development agreements with foreign partners can be complicated and, at times, risky.

Civil Codes Provide a Different Set of Rules from the Common Law

Negotiating deals in foreign jurisdictions can prove dangerous for those unaware of the differences between civil and common law jurisdictions.  For instance, American parties to negotiations may not realize that they are incurring contractual and other liability during what for them seems like a mere negotiation period.  In civil law countries, the Civil Code supplies default terms for agreements, many of which are mandatory, leaving parties to form contracts on the basis of very few negotiated terms.  Thus, European contracts tend to be shorter than their American counterparts, and European parties and their lawyers are often surprised with the length and definitional detail of American agreements.
  In turn, American parties can be surprised at incurring liability for a contract that they may view as rife with “gaps” in its material terms.
  In addition, the presumption in civil law countries is in favor of the enforceability of contracts, whereas the presumption is against enforceability in common law jurisdictions.
  These differences combine to create conflicting expectations.

As courts seek to interpret contracts based on little real negotiation, the intent and goal of the parties becomes important.  The “whereas” clauses of the contract, which state the purpose of the agreement, play a much more important substantive role in civil law countries than in common law jurisdictions.  Courts turn to what they believe to be the purpose of the agreement to add those terms necessary for the contract to be enforceable. The perceived purpose or “classification” of the agreement is also important because different types of agreements are subject to varying default terms under the Civil Code.
  As a result, European parties and their lawyers spend a great deal of time in negotiations determining the classification of the agreement.
  

The potential pitfalls for unwary American negotiators arise during the process of negotiating itself.  In civil law countries, parties owe one another a pre-contractual duty to negotiate in good faith.  The duty of good faith in negotiating appears grounded in different theories in different countries.  In France, for example, precontractual liability rests upon a tort theory of misrepresentation and not on contract theory.
  In contrast, German law bases its good faith obligation on contract theory.  The German doctrine of culpa in contrahendo (roughly “fault in negotiating”) “imposes liability on the party ‘whose blameworthy conduct invalidates a contract or prevents its completion.’”
  American parties, who are accustomed to bargaining extensively without incurring liability, would be well served to acquaint themselves with the precontractual liabilities imposed by the relevant country’s Code. 

A similar trap awaits those American parties who attempt to export language and doctrine directly into contracts under civil law.  For instance, the contractual responsibility to employ “best efforts” in exclusive distributorships or agency relationships has teeth under the common law.
  If a party fails to work diligently, a court may find that the party breached its agreement.
  In contrast, “best efforts” has no particular legal significance in contracts under civil law.  If a contract under civil law includes a provision requiring a party to employ its best efforts, courts will conduct an ad hoc inquiry into the meaning of “best efforts” in that particular contract.  The reason such clauses do not have independent meaning in civil law countries is that the responsibility of the party to contract is already established in the Code.  The difference is immaterial, of course, unless the level of activity required under the Code differs from that anticipated by the American party.  However, the potential remains for a serious misunderstanding if, for instance, "best efforts" under a civil code might be interpreted as requiring something less than in the applicable common law jurisdiction.

Conflicts of Law Issues

Conflicts of law issues are important to consider in providing for consistent and dependable expectations of the parties.  For example, under the doctrine of renvoi, one jurisdiction’s conflict of law rules may select the law of a second jurisdiction, and that second jurisdiction’s conflict of law rules may select the law of the first jurisdiction.
  Thus, a vicious cycle may ensue in construing international agreements, unless conflict of law rules of the applicable law are explicitly excluded.  The author prefers in most agreements to use language that provides for the agreement to be construed, interpreted and governed by the substantive laws of a particular country, without reference to its conflict of law rules or doctrine.  This avoids a renvoi and makes it clear what law should govern any dispute.  It should be noted that certain exceptions might be carved out of the language.  For example, if a party is incorporated in a jurisdiction with certain perceived favorable aspects to its corporate law governing the conduct of officers--that issue may be carved out.  Similarly with respect to patents, the law of the jurisdiction wherein they are granted or applied for should govern.

Many Provisions in International Agreement are Tax Driven

Tax issues are important to consider when transactions involve royalty payments crossing jurisdictional boundaries.  A royalty generally is a periodic payment received for the use of various kinds of intangible property including patents, copyrights, secret processes and formulas, goodwill, trademarks, trade brands and franchises.
  Careful attention should be paid to the classification of a payment as a royalty because often the terms pertaining to a license of intangible property demand that the licensor perform services for the licensee.  In that case, part of the royalty payment may in fact be compensation for services.  Furthermore, payment for the mere use of property should not be confused with what may in fact be payment for the sale of such property.  These issues become more important in an international context because often the creative use of royalty provisions in tax treaties with various countries may result in substantial tax savings. 

The source of a royalty generally is based upon the location where the licensed property is to be used.
  Therefore, a royalty payment for the use of intangible property in the U.S. generally will be a U.S.-source.  Royalty payments from a U.S.-source are subject to a U.S. withholding tax of 30%, but the U.S. has entered into a number of tax treaties providing for a zero rate of withholding tax on payments of royalties.  Therefore, efforts to avoid the 30% withholding tax have given rise to creative arrangements intended to take advantage of these treaties.
  Typical structures involve back-to-back loans with a treaty-country intermediary or in the case of intellectual property rights include a “master license” granted to a treaty-country intermediary.

Until 1992 the Netherlands, Luxembourg, and Switzerland were the most commonly used intermediaries for the channeling of royalties by U.S. companies.  Then in 1993, Congress enacted IRC § 7701(1), which provides that “[t]he Secretary [of the Treasury] may prescribe regulations re-characterizing any multiple-party ‘financing arrangement’
 as a transaction directly among any two or more of such parties where the Secretary determines that such re-characterization is appropriate to prevent avoidance of any tax imposed . . . .”
  The IRS district director, in his discretion, may disregard an intermediate entity in a financing transaction or intellectual property licensing arrangement when certain conditions exist.  First, the participation of the intermediate entity in the financing arrangement reduces the U.S. withholding tax.  Second, the participation of the intermediate entity in the financing arrangement is pursuant to a “tax avoidance plan,” i.e. a plan whose principal purpose is to avoid U.S. withholding tax.
  Finally, the intermediate entity is not related to any other party to the transaction and the intermediate entity would not have participated in the financing arrangement on substantially the same terms but for the fact that the financing entity engaged in the financing transactions with the intermediate entity.
  If these conditions are met, the so-called conduit financing regulations apply and the flow-through royalties will be taxed as though the intermediate party did not exist.

Prior to the conduit financing regulations, the courts and the IRS addressed conduit financing arrangements on various occasions with mixed results.  These conduit financing regulations are not meant to exclude possible application of these principles.
  For example, Northern Indiana Public Service Co. v. Comm’r,
 involved a U.S. corporation that organized a finance subsidiary in Curacao for the purpose of issuing notes in the Eurobond market.  The finance subsidiary borrowed $70 million at 17.25% interest in Curacao and lent that amount to the U.S. parent company at 18.25% interest.  The IRS argued in the Tax Court that the finance subsidiary should be ignored and that the U.S. parent company was liable for withholding taxes on the interest payments to the foreign Eurobond holders.  The Tax Court and the Court of Appeals for the Seventh Circuit found that the finance subsidiary engaged in substantive business activity that resulted in non-tax-related changes in economic position, including significant earnings.  Hence, the finance subsidiary was not a mere conduit or agent for the U.S. parent company.  Furthermore, the Northern Indiana Public Service court distinguished an earlier decision, Aiken Industries, Inc. v. Comm’r,
 in which an existing loan from a U.S. affiliate was transferred from a non-treaty-eligible entity to a treaty-eligible affiliate for the exact amount payable, resulting in no profit margin.
  The court reasoned that the lack of substantive business activity meant that the treaty-eligible affiliate was a mere conduit employed for the sole purpose of avoiding withholding taxes.

An analogous situation may be structured involving a back-to-back licensing arrangement through a treaty-eligible entity.  In SDI Netherlands B.V. v. Comm’r, for example, an intangible was licensed by a Bermuda company (SDI Bermuda) to its Dutch licensing affiliate (SDI Netherlands), and by the latter to a U.S. operating company (SDI USA).
  The IRS attempted to treat royalties paid by SDI Netherlands as subject to U.S. withholding tax,
 relying on the source-rule of IRC Section 861(a)(4) which states that where the licensed property ultimately is used determines the source of royalties paid by any entity in a license-sublicense chain.
  The Tax Court characterized this argument as “the conduit concept albeit in a somewhat different garb,” in other words, whether the U.S. source income is being received as such because of the status of the paying entity as in Aiken, or the status of the subject matter of the payment as in SDI Netherlands.”

Having defined the issue as a conduit issue, the court analogized to the Northern Indiana Public Service case.  The two license agreements had separate and distinct terms and SDI Netherlands had an independent role as the licensee from SDI Bermuda and the licensor of various other affiliates, not just SDI USA.  The schedules of royalty payments provided for a spread of between 5% and 6%, which compensated SDI Netherlands for its efforts.  Ultimately, the court concluded that, although the royalties paid by SDI Netherlands to SDI Bermuda were derived from the royalties received by SDI Netherlands from SDI USA, they were separate payments.
  Therefore, although the USA had a 0% tax treaty with the Netherlands and not with Bermuda, the Netherlands was found to be more than a mere conduit intermediate with the sole purpose of avoiding U.S. withholding tax. 

While the U.S. approach to eliminating treaty-shopping has taken a variety of forms, the most effective and sweeping in scope has been the inclusion of elaborate Limitation on Benefits (LOB) articles in U.S. income tax treaties ratified or modified since the mid-1980s.
  These provisions, while generally taking the form of a bilateral negotiated provision, may be thought of as a national provision, inasmuch as their originator and chief proponent has been the United States.  Furthermore, their placement in income tax treaties rather than domestic law was primarily motivated by concerns of geopolitics and validity.
  LOB articles have been added to cut down on the creative use of treaties to avoid taxes by imposing certain minimum requirements.  In general, the LOB articles in U.S. income tax treaties require that a corporation maintain a nexus with the treaty-eligible country.  This nexus may be satisfied if (a) all the shares in the classes of shares representing more than 50% of the voting power and value of the company are regularly traded on a recognized stock exchange in the treaty-eligible country, or (b) at least 50% of each class of shares in the company is owned directly or indirectly by companies or persons residing in the treaty-eligible country.

These tax issues similarly come into play when negotiating transactions for companies outside of the United States.  The tax treaties amongst the different countries should also be consulted in structuring the transaction.  An example from a recent transaction between a Luxembourg entity and an Italian entity is reminiscent of that in SDI Netherlands.  Royalties payable from the Italian entity to the Luxembourg entity would normally be subject to a 35% withholding tax; however, if a Netherlands' patent exploitation company is inserted as an intermediary, the royalties paid by the Italian company are only subject to a 5% withholding tax.  The Dutch company licenses the intangibles from the Luxembourg entity and then grants a sublicense to the Italian company.  The terms of the license agreement and the sublicense agreement are such that the Dutch company makes a profit based upon a percentage of the royalties.  That profit is taxable at a standard rate of 35%.  The royalty then paid by the Netherlands' company to the Luxembourg entity is not subject to withholding tax in the Netherlands and the royalty income in Luxembourg would not be subject to a corporate income tax.

THE GOVERNMENT MILIEU

When negotiating with the U.S. Government, it is important to understand that government employees at the Federal level are subject to considerable bureaucratic constraints.  Generally, at the National Institutes of Health (“NIH”), the staff negotiating an agreement has specific guidelines within which it can work.  These guidelines are based upon policy considerations that have developed as a result of the legislative history that led to the enactment of the operative technology transfer legislation.  The guidelines are shaped further by the political pressures placed upon government agencies dependant upon yearly appropriations attempting to act in the public interest while simultaneously trying to satisfy the many competing interests vying for limited governmental resources.

An innovative approach can help accomplish one's goals when those goals can be shown to be consistent with the public interest.  However, when engaging in a transaction of first impression, it is not just a negotiation like one would have in a corporate setting where two private parties are trying to develop a new product combining their relative capacities.  When dealing with the government, the contemplated transaction must fit in with a recognized public purpose.

A network of government agencies governs collaborations with governmental partners.  The NIH, the Food and Drug Administration (“FDA”), and the Centers for Disease Control and Prevention (“CDC”) are collectively referred to as the Public Health Service (“PHS”) and the PHS is part of the Department of Health and Human Services (“DHHS”).  The primary mission of the PHS is to improve human health by increasing scientific knowledge related to health and disease by conducting and supporting biomedical and behavioral research.  The Federal Technology Transfer Act of 1986
 mandates the PHS to encourage and facilitate collaboration among federal laboratories, state and local governments, universities, and the private sector.
  Congress established Cooperative Research and Development Agreements (“CRADAs”) to promote national technological competitiveness and the rapid transfer of technology to the marketplace.

Although there is no restriction on the topic of research appropriate for a CRADA, all CRADA research projects must be highly focused and delineated and each proposed CRADA must be carefully assessed for its overall research objectives.  The PHS determines if the objectives of a proposed collaboration warrant the establishment of a CRADA or if its goals are more appropriately met through a procurement contract, material transfer agreement, cooperative agreement or other contractual mechanism.  Additionally, PHS assesses the proposed collaborator’s scientific and business capabilities.

Certain specific prohibitions apply to CRADAs; for example, a CRADA is not intended to be a general funding mechanism to support directed research in a PHS laboratory.  The majority of a laboratory’s resources should not derive from CRADAs and CRADA-derived funds may not supplant appropriated funds in supporting PHS research.  CRADA-derived funds are to be used only to defray the cost of the project specified in the CRADA.  Therefore, the sole purpose of a CRADA cannot be to support post-doctoral fellows and technicians or to purchase equipment and supplies.  Conversely, the sole justification of a CRADA cannot be for a PHS laboratory to conduct research or tests for the non-governmental collaborator.  Furthermore, CRADAs are authorized only with collaborators who will make significant intellectual contributions to the research project or who will contribute essential research materials or technical resources not otherwise reasonably available to PHS.  Thus, CRADAs are reserved for true collaborative efforts characterized by intellectual contributions on both sides.

During the 1990’s over 1,000 utility patents were granted to the DHHS.
  Unfortunately, this large storehouse of intellectual property is largely underutilized.  In an attempt to exploit this resource, the Licensing Branch of the Office of Technology Transfer (“OTT”) at NIH reviews the subject of patent applications for commercial potential, and if appropriate, develops a licensing approach (exclusive, nonexclusive, fields of use) and identifies potential companies to commercialize the invention.  Ultimately, OTT negotiates the terms of the CRADA-related licenses, administers the license and collects royalty payments from the licensees.  OTT has developed several model license agreements that serve as the basis for license negotiation.  It is not easy to move OTT away from its forms, but it will do so for a good reason.  Even then, however, it often requires an explanation to the Office of the NIH's General Counsel.  This procedure is time-consuming and requires, in varying degrees, considerable legal analysis and public policy argument.  

The government also imposes strict performance criteria on its collaborators.  The business development plan submitted as part of the license application process serves as the basis for establishing performance benchmarks that are included in the license agreement.  A license to exploit government-owned intellectual property is revocable for specific reasons, such as non-use of the patent, failure to comply with governing regulations, or failure to satisfy public health needs.  Alternatively, under its “march-in rights”, the government can force an entity to license to another if, by the government’s assessment, the corporation is not meeting a critical market. 

As discussed at the outset of this section, innovation is often required to reach one's goals when negotiating with the government.  For example, usually a government license for a non-exclusive licensee does not provide for such a licensee to have enforcement rights respecting the government's patents.  However, this author is familiar with one set of particular circumstances where PHS granted an exclusive right to enforce a government patent to a non-exclusive licensee.  The OTT and the General Counsel's Office at the NIH did not think that such a license could be granted and was not inclined to do so.  However, in 1994 the Senate’s Committee on Appropriations expressed concern about the NIH technology transfer capabilities with regard to carrying out its necessary fiduciary and legal responsibilities related to patent prosecution and that report provided a basis from which to argue that the public interest would be well served in those particular circumstances by the grant of an exclusive enforcement right.
  Moreover, the Committee noted that this was a significant factor deterring collaborations between biotechnology companies and the NIH.  Citing these concerns and in the particular circumstance of at least this one case, a non-exclusive licensee, negotiated, subject to certain conditions, the exclusive right to enforce the licensed patents.

CONCLUSION

Ending as this writing began, it should be emphasized that regardless of the setting in which the biotech negotiation is conducted, the parties must carefully document all aspects of the transaction and must adapt the negotiations and the ultimate documentation to the setting in which the parties find themselves.  By taking these necessary precautionary and careful steps at the outset and providing appropriate mechanisms for dispute resolutions, research and development agreements should prove to be a workable format for good collaborative efforts in all phases of the R&D process.
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