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BIO SEEKS PARTNER

By Raymond Fersko, Mintz, Levin, Cohn, Ferris, Glovsky and Popeo, P.C., and Brent Ogilvie, Trade New Zealand’s Trade Commissioner in New York.

New Zealand biotech companies, like their counterparts around the world, almost inevitably reach a point where they must find a partner. A single company seldom possesses all the technical expertise, patents and general know-how to take a product from the lab to commercialisation.

It is critical that biotechs entering this partnering stage understand the pitfalls of collaborative agreements and know how to avoid them. Frequently when collaborations end in dispute it is because the parties failed to carry out sufficient due diligence or the technology did not meet expectations.  In January of 2002, there were a number of such clinical trial disappointments and FDA setbacks (e.g. Corixa Bexxar advisory panel delay).

Good “chemistry” between the people who will work together is also essential. For New Zealand companies, this means finding partners who are able to accommodate time differences, and remote work locations. When biotechs are satisfied they have found a suitable partner, it is time to draw up an agreement. An effective collaborative deal protects the parties’ rights all the way through termination.  Knowing what happens if the deal does not work out is as important as dividing up the rights of the parties – especially considering that many deals do not end in success.

Negotiations between biotechs can move very quickly.  Deals can be completed as quickly as over a weekend if both parties are committed to completing the negotiation - due to the streamlined nature of small biotechnology companies there are fewer obstacles standing in the way of a quick and confidential deal.  The party that presents the agreement is in a position of advantage, so even before biotechs approach potential partners they should be absolutely clear about what they want to achieve, what they can contribute, and what entitlements they want from the project.  Negotiations with Big Pharma (large organizations) can move more slowly than with other biotechs, but it is still essential to have a basic agreement mapped out prior to the approach. 

The most effective agreements clearly define the purpose and desired outcomes of the collaboration. The ideal definition is as specific as possible - right down to describing the product that should result if the project succeeds. For example, if the collaboration is to improve and existing drug, such as one that can be administered subcutaneously rather than intravenously, then the precise goals should be defined so there’s no dispute over what developments are relevant. The project definition should clearly state each party’s responsibilities in terms of R&D activities and financial obligations, as this influences how the other provisions in the agreement will be interpreted.  

To prevent disagreements later on, the collaborative agreement should define the IP rights of each party. A crucial component is the description of what each party brings into the partnership and what each party is entitled to as a result of the collaboration. The agreement should provide detailed descriptions of the inventions, knowledge, patents, technical know-how, interest in joint developments, and interest in third party developments. An agreement that fails to adequately define IP rights can lead to joint ownership of patentable inventions or other IP when this was not intended.  Costly litigation often ensues when joint owners clash over licensing and other issues, in cases such as Schering Corp. v. Roussel-UCLAF SA or Ethicon, Inc. v. U.S. Surgical Corp.
A common failing of collaborative agreements is that they do not describe in enough detail the rights of each party at termination. The agreement should list all the possible events of termination such as: term, bankruptcy, breach or other default, change of control, failure to reach milestones, alliance success, going public, third party offer for business, or a deadlock has been reached. Each parties’ rights to products, patents, and know-how that has resulted from the collaboration, surviving responsibilities, tax implications, financial commitments that need to be settled and so on, all need to be defined in detail. Every possible eventuality should be raised to prevent litigation arising from the termination and to clarify entitlements should one party wish to continue the project. 

Despite the best intentions, disputes sometimes arise and the agreement must state the mechanisms that will be used to resolve these. Appointing a Steering Committee to oversee issues relating to R&D direction, budgets and rights to resulting inventions can facilitate the smooth-running of the collaboration. The Steering Committee should include equal representation from both sides and may include scientists in the early stages and then business managers as the project moves to the commercialization phase. If the Steering Committee and then the CEOs cannot reach an agreement, then arbitration is a common next step. It can avoid the expense and uncertainty of litigation in a foreign judicial system, and the outcome is usually quickly and easily enforced as compared with court judgments.  However, parties must carefully draft the Arbitration Clause to ensure arbitrators are chosen without bias and that there is no opportunity for either party to delay proceedings.  “Baseball arbitration” can ensure a quick and inexpensive resolution in some circumstances. In this scenario, each party puts up its desired result and the arbitrator must choose one of these solutions. There is no scope to compromise, so parties are forced to put forward a realistic offer. 
New Zealand companies will frequently join with overseas partners, so need to be certain their agreement has taken into account foreign jurisdictions and tax implications. Hiring a lawyer who practices in the partner’s country and specializes in developing agreements for biotechs is a wise precaution. Using a foreign lawyer who can produce a document in keeping with local expectations will gain credibility with potential partners and simplify the process. 

Above all, New Zealand biotechs will protect their interests if they hold tight to the four cardinal rules of collaborative agreements: the devil is in the details so make sure you know who does what and who pays for what, beware of legal nuances, trust no one, and get it in writing and make the writing clear.

Mintz Levin is a US-based law practice which assists biotech companies with a broad range of legal and business issues and transactions, including organization, private and public offerings of securities, acquisitions of technology, intellectual property, joint ventures and strategic partnerships, mergers and acquisitions, leasing and construction of RD and manufacturing facilities, product development, and regulatory matters.

Trade NZ employs biotech specialists in New Zealand and in the US who work with companies seeking partnerships offshore that will lead  to export growth.
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