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The traditional sources of funding in the biotech industry have really been venture capital and the equity markets. Today, we find ourselves in a situation where most of the biotech firms do not have a lot to talk about, other than their burn rate when it comes to earnings and a lot of them are destitute just at the time when they are entering costly clinical trials. The large pharmaceutical companies, on the other hand, are desperate for new products and are looking to achieve those new products from research and development before their patents expire.

There was an interesting quote in last week's Economist, which said that "biotechnology industries are rich, mainly in ideas, and the pharmaceutical industries are mainly just rich". Perhaps that is the basis for biotech companies, starting to, as we have seen in the past year, engage in more transactions, directly with pharmaceutical companies, as opposed to using their old sources of venture capital and capital markets. The dilemma, for both sides in those transactions, is whether or not to engage in the significant corporate acquisition, or conduct R&D by collaboration. R&D by collaborative agreement is much easier to exit from. On the other hand, if you have a lot of these agreements (I read somewhere that Smith‑Kline has about 130 of them) it creates very significant management problems.

A typical CRADA has a steering team, some of them have executive teams; they require two or three meetings a year and for most companies, with their scientists heavily engaged with very full schedules, it can be a daunting process to attempt to engage in too many of these CRADAS.

Examples of some of the more significant acquisitions and activity in the pharmaceutical industry: Roche and Genentech. Roche paid $2 Billion Dollars for 60 % of Genentech and now they have extended that option to take full control of Genentech until 1999. The option would have caused Roche another $4 Billion Dollars to exercise. I saw one statistic, also in last week's Economist, that in 1994, America's large pharmaceutical companies signed 117 ventures with biotech firms, which was 70% more than in the previous year, and the largest was Ciba's 49.9%. stake in Chiron for $2.1 Billion Dollars. Thus, for biotechnology companies, pharmaceutical firms, rather than the venture capitalists and the investment bankers, are becoming important sources of financing for technology transfer in these current economic conditions.

I thought I would talk a little bit about European venture capital. Historically, the European biotechnology industry was very locally oriented and it was generating very little investment value. It was unsophisticated; it was unfocused and its business strategy was just try to get cash, not thinking far ahead in terms of developing real anticipated value. I think that is starting to change. I think that overall Europe's biotech industry is becoming more focused and there are some significant centers of R&D that are being developed, particularly in the Benelux countries, with centers in Amsterdam and Brussels; in France with Paris and Lyon; the U.K. with Cambridge, Oxford and London; and, in Germany with Heidelberg, Munich and Berlin.

How do you utilize these sources of financing? I think for U.S. companies that are seeking to expand their operations into Europe with local stakeholders, it makes some sense. European venture capitalists can act as a sounding board sometimes for local management; they can provide access to local business, financing and technology professionals; and, they can act as the local board representatives where appropriate. U.S. companies that are investing in existing European biotech ventures should try to avail themselves of some European source financing. There are also opportunities for strategic sponsored research agreements in Europe as the universities and different government entities in Europe initiate more global approaches to their own technology development and partnering. There has also been some direct investment in U.S. companies selected by European venture capital firms themselves.

The caveat that you must insist upon is proper documentation. The European lawyers like to say that for every ten pages that an American lawyers has put into an agreement, they have one, but I think our agreements hold up a lot better. I suggest staying away from Letters of Intent and negotiate the agreements straight away. Too often, European partners spend a lot of time conceptualizing with a Letter of Intent and the deal losses a lot of momentum and deals do not get done.

I will talk a little bit about universities. We have also seen some real mega-funding in exchange for exclusive commercialization at universities. I think that is a phenomenon that results, to a certain extent, from the fact that universities have sitting on their own boards some of the same people that are driving the deals on the corporate side. Now, these same people are starting to drive tough deals for the universities when they think the universities have significant developments or the promise of same.

A good example would be Chiron and NYU recently entered into a long‑term, multi‑million dollar research collaboration and licensing arrangement for optical mapping. Chiron provides several million dollars in funding and Chiron is granted an exclusive commercialization license in exchange for royalties and milestone payments to NYU.

Another good example of a recent mega-deal was between Amgen and Rockefeller University. There was a $20 Million Dollars signing payment; milestones payments are several times that; and royalties on sales in connection with this discovery of a novel gene that is thought to play a key role in obesity should bring a lot more money if, in fact, they go somewhere with this; but I think just the idea that Amgen spent $20 Million Dollars to sign up that agreement shows how things are changing.

I thought to also mention something about sponsored research with universities. Universities and the industry partner, do not always have totally consonant views as to what they are trying to get out of an agreement. The university always wants to ensure that the sponsored research agreement reserves freedom for academic researchers to select projects, collaborate with other scientists, determine the types of sponsored research activities in which they wish to participate and to communicate their findings at meetings by publication and through other means. Now, I think there is. reason for optimism, even in connection with some of these sponsored research agreements. By a recent Federal Register notice, NIH has recognized that it is reasonable for the granting institutions to agree to minimally restrict researchers from collaborating with other industrial partners, when the subject matter of such a collaboration overlaps with that of the sponsored research agreement. A caveat, however, is that scientists sometimes are not aware of their own university's patent policy and they enter into agreements with industry, which contravene their patent policy. When there is a development, sometimes it creates a difficult problem between the university or an entity to whom the university has licensed its patents and the corporate sponsor.

Finally, I want to express my own sense of optimism arising out of my extensive dealings with NIH. I think the abandonment of the reasonable pricing clause goes a long way towards fostering that optimism. NIH is demonstrating, particularly in the Office of Technology Transfer, a much greater appreciation of the economic, regulatory climate within which the biotechnology industry operates. NIH is showing a willingness to be flexible in negotiating the scope of CRADA research and by not requiring full commercialization plans at the time of the CRADA negotiation. (I think milestones can take care of that problem.) Also, I think a big improvement is the fact that NIH is willing to now, at least, consider up‑front licenses at the time of the grant of the CRADA.

In conclusion, I want to say that there are new relationships that are growing out of old relationships and these are a result of the industry's ingenuity. These are new opportunities that are available as the private sector starts to create new relationships out of former relationships responsive to current economic circumstances.

Thank you.

