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This paper provides an overview of some issues of partnering overseas for U.S. universities pursuing research and educational outreach. We will begin with considerations related to operating abroad generally, and proceed to specific categories of clinical research, technology development, and the educational mission. Finally, we will undertake a brief discussion of common contracting questions, particularly in the dispute resolution, privacy, and regulatory areas. 
I.
GENERAL CONCERNS WHEN OPERATING ABROAD

When operating for a sustained period in a foreign country, general issues of proper organization arise. A university is a corporation, in the vast majority of cases a non-profit corporation, and is subject to local requirements when engaging in business.

First, the university, as other enterprises, should decide whether it will seek to organize a foreign subsidiary, or operate with a registered office, or indeed, qualify for doing business without either of those. As a preliminary step, organizing an umbrella U.S. subsidiary to engage in foreign operations can be advisable in order to retain flexibility for overseas activity and also to shield from liabilities.

Generally, presence over a period of years should require registration as a corporation or as a specialized educational entity. This can be accomplished through advice of a global law firm in some cases working with a local firm. The registration process is not particularly onerous or expensive. It does, however, require internal resources to manage the process initially and going forward.


A.
Taxes and Employment.

Organizing a registered office or an incorporated entity will generally require filing tax returns in the host country. A non-profit entity can obtain in most cases non-profit status. In some countries non-profit status, however, is not recognized; however, income that the for-profit entity mighty ordinarily recognize is generally not subject to tax either because of its characterization. 
Additionally, the employment of individuals in a host country is typically subject to the payment of social taxes that vary according to national rules. This is true even if the entity determines not to establish a registered office or incorporated entity. The U.S. global subsidiary would typically be qualified in this case and be responsible for filing requisite documents. 

B.
Effect of Partnering on Qualification.

Obtaining a foreign partner for a research or educational project can sometimes preclude the necessity of registering to do business as the host country partner may fulfill that role. Establishing a study-abroad program, or even a dedicated campus, can also sometimes be accomplished on a partnering basis with corporate forms of qualification being less necessary. Consultation with tax and legal advisors is advisable to understand which strategy to take in order to obtain the best result. Additionally, enlisting a partner in some jurisdictions can aid in obtaining educational qualification and non-profit status, as well as mitigate some tax effects. 
Ideally, business qualification issues should be part of a forward plan of the university and not prompted by the immediacy of a pending grant or project. A common trap for both for-profit and non-profit entities is “mission creep” whereby foreign organization has to play catch-up with operations already underway. 
II.
TAKING ON A PARTNER
As a result of planning foreign research or educational activity the university might make the decision to take on a partner. A common way for a partnership opportunity to arise is for the grant-making process to require sponsorship by a foreign university or government agency. From a legal and advisory standpoint, partnering is typically worthwhile for the following reasons:

1.
To establish regulatory responsibility in-country.

2.
To be eligible to obtain government grants or sponsor research.

3.
To own or lease real estate, or make contracts in certain sectors.

4.
To comply with national laws regarding participation.

An initial partnering agreement often takes the form of an umbrella document such as a memorandum of understanding or a master services agreement. The parties could also choose a more specific document, such as a sponsored research agreement, for undertaking a funded project such as a clinical trial or a technology development. This specific agreement would require a more terms-and-conditions approach than a memorandum of understanding. Later in this paper we will deal with some specific contractual and compliance issues in the dispute resolution, privacy, and regulatory arenas. First, however we will turn to four common areas of engagement. 

A.
Clinical Research and Drug Sponsorship
Clinical research being performed by U. S. investigators from medical centers or the educational faculty will commonly obtain grants or other funding to perform clinical trials abroad. It is reported by the Office of Inspector General that currently over eighty-percent of the registration clinical trials done for U.S. drug projects include studies conducted overseas. The percentage of non-U.S. clinical investigators has doubled over the past decade, the OIG also reported. Although Western Europe is the most likely place for trials to be performed, increasingly locales in the developing world predominate. 
Typically, a U.S. university signs an agreement with a partner institution to conduct overseas clinical trials, often naming a U.S. researcher as principal investigator. In that case, not only will FDA rules apply but importantly the rules of the host country regarding human subject research. First and foremost of those rules is the identity of the sponsor, which is the entity that has the ultimate regulatory responsibility for the trials.

FDA and similar national rules were written for the regulation of drug companies which traditionally conducted trials themselves or with closely regulated contract partners in every locale. Under this regime, naming the drug company as the sponsor for regulatory and liability concerns was routine and made a great deal of sense. The drug company was taking a large financial risk in undertaking research trials to register the drug for lucrative future sales; therefore taking responsibility for patient injury and indemnifying all participants followed logically.

In the current environment, however, U. S. universities operating abroad will often be in line for drug company exposure without drug company upside. In addition, the university’s principal investigator, when working in a foreign country with local investigators, could incur personal liability. As a consequence, the university and the principal investigator should take care to partner in ways that mitigate these risks.

A proper partnering agreement with a local hospital or university will often seek to allocate sponsor risk equitably. In most cases, the host hospital or university is already locally admitted as a sponsor for trials, and if they are public institutions can have liability assumed by the government itself. In any case, after a contractual negotiation and understanding of the liability profiles, often the best solution is to fund insurance to cover sponsor indemnifications while agreeing to share the cost. Commercial insurance is readily available for global clinical trials through experienced brokers and the advice of global counsel. These charges should be factored into budgets for the trials, and sometimes can be made a part of the overhead costs as well. Appreciating the sponsor obligation is important to the proper administration of clinical trial contracts.


B.
Intellectual Property Co-Venturing.

Often researchers develop with foreign colleagues intellectual property central to research projects. Commonly, parties distinguish between themselves background property which each owns separately and are free to license to others, and future property which is under common development with contractual rules for confidentiality, ownership, patent registration and licensing rights. Additionally, both background and future property in the educational setting is generally established as free for non-exclusive licensing in research and related non-commercial uses.

The outlines of these agreements are well known in the United States. Confidentiality provisions of a development contract make each party the steward of the other’s proprietary information, subject to well recognized exceptions. This agreement creates a promise that each will maintain for a period of years the secrecy of the protected properties. The circle of disclosure includes scholars working in the properties, as well as the agents and officers or the respective institutions. The law provides also equitable relief – that is to say injunctions – should there be violations of confidentiality, recognizing that monetary damages are often unavailing. 
In a foreign setting, several difficulties can present themselves on the confidentiality side. First, foreign institutional policy itself may dilute the expectation of privacy. Second, foreign governments are sometimes not great respecters of private confidentiality rights. Third, many foreign jurisdictions are not open to injunctive relief. For example, Chinese courts often do not regard alleged trade secret breaches with the same sense of urgency as American courts. Therefore, confidentiality agreements as commonly understood, while necessary and appropriate, should not be regarded as carrying the same value as in the United States.

Promises to abide by U.S. patent law in determining aspects of inventorship can also prove futile. Contracting parties may not have the authority to bind themselves against the public policy of the home government. Additionally, unless the country where the research is being done is a signatory to key international treaties administered by the World Intellectual Property Organization, or WIPO, it is unclear whether patent rights as promulgated would actually be observed. The sum of these observations is that intellectual property agreements with foreign partners, especially in the developing world, cannot be assumed to carry the same level of protection either at the threshold level of confidentiality or the secondary level or patent protection and ownership as typically understood in the U.S. 
A practical means of dealing with these issues is to ration and police the intellectual property under development, and to recognize that enforcing legal rights abroad could well be problematic. Understanding the enforcement regime and treaty signatory status of each partner country is key. Finally, retaining the ability to file patents, even if that means shouldering more of the financial burden, and also managing the licensing process while paying appropriate fees to non-U.S. partners, are means of controlling the day-to-day work flow and reducing risk.


C.
Employing Foreign Nationals
As alluded to at the beginning of the paper, a partnership could well prove useful in the employment of foreign nationals. In almost in every case the employment of non-U.S. citizens in their home country is more complex and follows more regulation than employment of U.S. citizens in the United States. Even if national qualification for the university is not required, withholding for social taxes and for benefits, and observing work rules regarding discipline and dismissal are; in addition, paying professional taxes on consulting agreements and maintaining recordkeeping in all areas is often the price to pay for establishing payrolls abroad.

Engaging global counsel and in some cases local counsel in the process of establishing partnerships can be useful in avoiding some or all of these headaches. Additionally, if university employees and staff work abroad for extended periods, putting in place human resources-based SOPs is also advisable. In this regard the university comes to act on the model of a global corporation, creating benefits and rules for periodic residency abroad, providing support for relocation, children’s education, tax advice, assurance of continued employment or conditions of employment upon return and similar HR concerns. Having a foreign partner to handle some of the issues regarding employment, such as housing, arranging for visas and the like can take a burden off of the university, and could also keep the university from requiring itself to comply as an entity in the host country. On the other hand, if there is little business purpose to partnering in the first instance, these issues can all be addressed internally. They should not, however, be ignored.

Likewise, in the expansion of study-abroad programs, SOPs for staff and rules of conduct for students should be adopted and widely promulgated. Maintaining a predictable set of rules and procedures for overseas staff and overseeing student activities provides not only creates a normalized process, but also gives assurance to parents and benefactors that the institution has a means to act in difficult circumstances. Having foreign partners in place to take care of some or all of these management issues could be advisable and their responsibilities should be detailed by contract.

D.
Overseas Charters for Educational Schools
In the case of establishing schools abroad, over and above the corporate organizational issues discussed elsewhere, there are generally specific and sometimes strict requirements as to what constitutes an educational institution in each host country. Additionally, financial and tax issues arise regarding the collection of tuition and other fees and the sale of goods and services in-country by the entity. Regulations are often quite specific about chartering and sometimes quite difficult to manage within the host country bureaucracy. Having a partner is often very useful in meeting these requirements; assessing regulatory necessities in determining whether a go-it-alone strategy or a partner is preferred is a good first step in analysis.

Whether a partner organization or government agency is involved in helping to establish the educational entity, the U.S. university needs to make a careful study of the requirements for registration, enrollment, and employment-related matters under the local country guidelines. Additionally, owner liability issues arise which can be mitigated by insurance. In some countries correctly applying and being eligible for an educational charter also has the benefit of showing evidence of non-profit status. 
As the university’s presence in a host country grows, its liabilities can broaden and the benefits of a sound partnership to allocate risk increase. Questions such as student enrollment – whether abroad or in the U.S.; faculty staffing – whether from the U.S. or on visa in-country; research goals – whether to develop technology in-country or in the U.S.; and facilities – whether to plan on real estate rental or acquisition, extensive investment into equipment and an in-country employee base -- these are all business points that should inform the terms of partnership. In general, the larger the enterprise, the more advisable a partner. In each case, however, a partner can be useful as local practices and regulations are often forbidding.

III.
CONTRACTING ISSUES

We will now turn briefly to some common contracting and compliance issues to consider in a partnering arrangement. We will highlight these areas: 

A.
Choice of Law and Venue; Dispute Resolution

B.
Privacy Laws

C.
FCPA and the U.K. Bribery Act

D.
Anti-Boycott Regulations

E.
Bayh-Dole Act Restrictions

F.
Technology Export and Anti-Terrorism Regulations


A.
Choice of Law and Venue; Dispute Resolution
In a partnering contract neither party is generally able to dictate the choice of law. From a U.S. perspective, laws in several states often come in for sharp discussion; in fact however, except in a few cases, state laws are generally consistent as far as their application in a commercial context. Therefore, even the most heated discussions over which U.S. state law to pick often matters less than it appears. On the other hand, there are important differences in some national laws, and, especially, in contested areas of intellectual property and clinical research, the governing law could make a difference.

Venue is also important in most non-U.S. contracts. Arguments on venue often slide into choice of law, and making good points initially can have a double effect. Differences in the venue can give rise to real results. A prominent example, as has been noted, is the availability of injunctive relief for violations of confidentiality and protection of intellectual property. Additionally, courts in foreign venues are often logistically incapable of managing complex litigation consistent with U.S. expectations – except when they do it better. The point is, the process is harder to predict.

A way to mitigate some of these concerns and unpredictability is to introduce into the agreement an arbitration clause. Arbitration in the U.S. has sometimes fallen out of favor with lawyers because of its sometimes split-the-baby approach and increasingly process driven discovery and evidentiary proceedings, which can serve to provide little if any cost or time relief from litigation. 
As a result, the one time tilt in favor of arbitration as a preferred means of dispute resolution has in some cases given way to a preference to litigation in the U.S. The current fashion even favors open-ended or silent provisions regarding venue.

On the international front, however, the risks still favor arbitration as the preferred option, as unwieldy and unsatisfying as the result may prove to be.

Generally, elements that should be considered in arbitration are: the number of arbitrators – whether one or three; their industry expertise; the seat or venue, that is the location; the institution and the rules, including the external governing laws; and the language and cultural factors at play. Common venues in the United States include New York and Washington, D.C.; Paris and London are popular for European, African and Middle Eastern counter-parties, although in the latter case Dubai is also a common business meeting ground; Singapore and Hong Kong are well-situated for Asian arbitration.

Common rules are founded by the International Chamber of Commerce (“ICC”) and by the AAA/ICDR (American Arbitration Association). Other rules could be promoted by different venues. Some variables that influence selection are assurances of confidentiality and participation in tribunal selection. Additionally, enforcement of arbitration rewards can sometimes prove difficult. In this connection it is important to understand whether a counter-party resides in a country that signed the New York Convention which gives more assurance on the enforceability of judgments.

Contract drafting in this connection is a balance between signaling the intent of the parties while not being overly detailed in such a way as to restrict the flexibility of skilled arbitrators. Consulting expert counsel is often advisable.

Nonetheless, the most well crafted arbitration clause can sometimes be discarded in favor of litigation by national courts. That being said, with the exception of a few jurisdictions, most probably reciting an arbitration clause will show the intent of the parties enough to gain acceptance in major commercial jurisdictions. It is also true, however, that arbitration clauses even in those venues are regularly deemed without effect, and that matters commonly understood and settled will be thus undone. Mitigating risks through business controls and consulting expert counsel remains the best policy.


B.
Privacy Laws

Partnering abroad can introduce different ways of treating data, whether research or personnel related and also different means of treating patient subjects for clinical research. Careful contracting can minimize exposures and the privacy issues in an educational research setting should be explored at the outset of a project. 

1)
Privacy In General: U.S. and the EU
In the United States, public policy at the federal and state level takes a sectoral approach to data privacy. Healthcare data is regulated through the overarching federal HIPAA statute and by sometimes more restrictive state law requirements for data protection. Similarly, data in the financial sector is regulated at the federal level with some additional state protections; other sectoral protections may become available in the online internet environment, as the Obama administration has prepared to introduce legislation requiring consent for use in selected instances. 
The EU, by contrast, has a universal expectation that personal data is confidential and that individuals have rights in protecting it. Member states enact legislation protecting privacy under the 1995 EU Data Protection Directive, which announced a broad spectrum of privacy rights to citizens in the member countries.

What this means for U.S. institutions wishing to do business in the EU is that transfer of data of all types is difficult. The United States was judged by EU authorities not to have a stringent enough system of control for free transfer of protected information to occur across the Atlantic. There is a safe harbor provided by EU rules which some U.S. companies have adopted to become so-called “harborite” entities. This option is open to universities, but is not generally advised because of the expense of qualifying, and also because the status of being a “harborite” opens up entities to increased regulation by the U.S. and EU. 
What is more common is for permanent establishments or U.S. subsidiaries abroad to operate a server to receive EU information within the EU; they can also contract with a partner who will perform this service and assume the legal responsibility of data controller.

It is therefore quite useful to engage in a partnering relationship in an EU context in order for the EU entity to assume responsibilities for data compliance. If this is not possible, a separate data transfer agreement common to corporations may be substituted.

One particular area of attention lies in the acceptance of EU research grants now available to U.S. institutions. Part of compliance with accepting these grants is to be certified as a data controller for EU purposes, even if the work performed is in the United States. With an EU partner, compliance can be accomplished either through a data transfer agreement or through becoming a form of sub-contractor for receipt of grant monies.

It is worth noting that the most common application of these rules comes in the transmission of clinical research data and the handling of employee and staff records. Specific advice on these points can be readily obtained from expert counsel.


2)
Patient Consent for Clinical Research

In the U.S., clinical research requires adherence to FDA’s regulations concerning use of patient data in addition to privacy rules. The patient’s informed consent to participate in clinical trials gives the necessary permission to use data. Outside the U.S., similar rules and regulations regarding consent exists in almost every country. The forms of consent and the exact regulatory compliance, however, vary from country to country. Thus, the U.S. forms generally are not applicable for compliance outside the U.S. Understanding the regulatory requirements abroad requires either knowledge of the particular form of consent or reliance upon a partner to provide it. 
Similarly, permission for clinical research in foreign jurisdictions requires adherence to a form of rules that will not be exactly consistent with U.S. rules, and will likely be more fraught with exposure. Many national regimes outside of the United States lack a specialized standard of review for investigator-instigated clinical trials. A variety of rules surrounding patient consent, in particular the IRB or ethics equivalent in a foreign country and the IND or equivalent filing for initial investigation in humans, which is a necessary component to underline the consent, will all need to be independently verified through global counsel, or by contract made the responsibility of the in-country partner. Procedures for conducting clinical trials are able to be contracted by reference to global standards, usually by referencing the Global Conference on Harmonisation, or GCP rules, along with FDA and national rules. 

C.
Foreign Corrupt Practices Act and U.K. Bribery Act
The U.S. Foreign Corrupt Practices Act (“FCPA”) together with the new U.K. Bribery Act (“UKBA”) requires monitoring and self-regulation when dealing with foreign partners. Although the motives for entertaining and gift-giving while abroad are mostly a natural extension of obtaining and enriching the goodwill of partners, both the laws of the United States and now the United Kingdom, because of egregious abuses of the past, severely restrict even the most seemingly innocuous exchanges.



1.
Foreign Corrupt Practices Act. The FCPA prohibits the payment of “anything of value” to “any foreign official” for purposes of influencing any act or decision of a foreign official to advance business opportunity. This extends also to payments of “anything of value” to a third-party who would act as agent. All U.S. citizens and companies are subject to the Act, and it applies to their actions anywhere in the world.

The standard “anything of value” has been known to include travel, gifts, favors, and other non-monetary business benefits, even to the extent of reasonable promotional expenditures. One exception which is well-known has been “the facilitating payment” – meaning that if it is a common understanding that a payment to an official is necessary in order to actually process or take action, then this payment will not be in violation. The exception has been interpreted very narrowly by U.S. enforcement authorities. 
Universities seeking to obtain government grants or valuable partnerships abroad will be subject to the FCPA, although government enforcement has not generally pointed to this sector. Enhanced government enforcement has been brought to targeted industry segments, however, including pharmaceuticals, which may have impact on universities conducting trials abroad.

As any other entity operating globally, it is well for the university to have in place an education and compliance program. Government enforcement officers require as a means of showing compliance under the Act that programs are established and administered. They wish to see active procedures beyond a written program. One useful step would be to understand which jurisdictions are thought by the U.S. government to have a high instance of corruption and take precautions accordingly. Many jurisdictions in the developing world, particularly in Africa, the Middle East, and Asia are thought to be places at high risk. 


2.
U.K. Bribery Act. A new development in the field is the UKBA which goes into effect in April, 2011. Like the FCPA, the UKBA seeks to forbid payments or other types of exchanges for value with government officials when business opportunity lies in the balance. The UKBA characterizes offenses as bribing, being bribed, or associating with the bribery of a foreign public official. In addition, failure to prevent bribery when knowledge is present is also an offense. Notably, the UKBA does not leave an exception for the facilitating payment as found in the FCPA.

The UKBA is notable in that its jurisdictional reach is quite broad. Any entity with significant operations in the UK could be subject to the Act anywhere in world; any action taken in the UK can render the organization subject as well.

Again, establishing adequate procedures for compliance is the primary if not only means of corporate defense. As in the United States, if compliance procedures are in fact in place and operated regularly with education and monitoring programs, there is some chance for the university should a rogue agent or employee in fact tender an unlawful payment or bribe.

Expert counsel should be consulted to put compliance programs in place for both the FCPA and the UKBA, as well as to consult on means of self-reporting if in fact an offense is discovered and to prepare to deal with an investigation if one ensues. Generally in the United States a corrupt purpose will need to be proven by the government; notably, under the UKBA no corrupt purpose need be shown.


D.
U.S. Anti-Boycott Laws
Universities transacting abroad should also be aware of the operation of the anti-boycott provisions under the U.S. Export Administration Act and its regulations. The Act makes it a criminal or civil violation for a United States person to participate in or cooperate with any foreign boycott not sanctioned by the U.S. government. The Commerce Department has issued regulations which, in sum, prohibit citizens from aiding a prohibited boycott by agreeing to contractual provisions which serve to commercially discriminate on the basis of race, religion, sex, or nationality, or otherwise furnish information which could be used for those ends. There is an intent requirement, but it proves little comfort for the unwary. As a practical matter, the anti-boycott regulations are aimed at the Arab League and related states boycotting Israel. Therefore, doing business in those countries that advance this boycott require modifying contracts which either request that the institution not transact with some entities or compel transactions with others, or indeed request information to advance those ends. U.S. organizations are also required to report instances in which they are asked to participate in prohibited boycotts or provide information which would aid others in enforcing them.

In the absence of explicit representations, warranties or covenants not to engage in boycott behavior, agreements, grants, and related instruments should be vetted for the discriminatory language. Of particular concern are letters of credit that originate from banks and which themselves can contain prohibited clauses.

The IRS additionally through its anti-boycott guidelines will also penalize taxpayers who participate in the prohibited activities. Tax sanctions are generally tailored for the for-profit sector, but IRS authority is otherwise broadly based. As with other contractual and tax issues of this complexity, expert counsel should be consulted.


E.
Bayh-Dole Act Compliance
In undertaking research agreements abroad it is generally a good idea to highlight in the contract compliance with Bayh-Dole Act provisions regarding the U.S. government’s ability to retain an interest in patents on federally funded inventions. This is a familiar provision in the United States but not necessarily abroad, and the rights the U.S. government asserts, particularly the so called “march-in” authority, even though it is used sparingly if at all, should qualify representations regarding ownership. Many patents at the university level are funded with federal funds, and development agreements abroad should make note.


F.
Export Control and Anti-Terrorism Regulations
Universities contracting abroad should also be mindful of the Export Administration Act and its restrictions on licensing technologies deemed important to the national defense. Technologies and commodities of concern to the Act include high-performance computers, encryption technology, stealth technology materials, satellite components, some machine tools, and materials and know-how related to advanced aerospace science. An export can be deemed to have occurred when materials are released to a foreign national within the United States, a clause which can apply to university researchers from abroad. Detailed regulations of the Export Administration Act govern commerce in these areas. Although liberalized significantly for trading partners since the end of the Cold War, the Commerce Department operates a tiered system of review and licensing for a number of countries, including China. Important prohibitions exist for listed countries such as Iran, North Korea and Cuba. Being able to verify through foreign partners that technology or equipment is not being accessed by listed countries or their nationals could well prove important when technology affected by the Act is under development. Contractual representations of compliance can prove a useful check.

Similarly, counter-terrorism rules put in place by Executive Order as well as the Patriot Act and related laws place institutions on notice that transactions, grants or other means of support may not directly or indirectly flow to terrorist groups listed by the government. USAID and the Treasury Department have issued like guidelines. While these laws and regulations are not directed at universities, the diversion of grant funds or other sources of support could be violations. Accordingly, partner contracts should contain provisions representing that funds are not diverted or otherwise directed towards prohibited sources. Additionally, where required due diligence should be employed to understand the character of the partners and their local agents. 

IV.
CONCLUSION
Global opportunities abound to universities providing great institutional reward as well as some contractual risks. This paper is an attempt to provide a brief discussion of some key elements to consider in making the most of these opportunities. Needless to say the treatment here is not exhaustive. Much more can be made of each topic, and each opportunity will create a unique challenge.
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