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Superpatents Spark Debate Over IP Issues

Friday, May 05, 2006 --- With the advent of global health crises such as
HIV/AIDS, global trading rules have been amended in recent years to provide
poor countries with the right to break drug patents and produce cheap
generic drugs.

However, U.S. trade negotiators, concerned with protecting the intellectual
property rights of U.S. pharmaceutical companies abroad, have been
pursuing bilateral free-trade agreements with developing countries that
promise better investment and improved trade in exchange for legislation to
protect U.S. intellectual property rights.

The agreements include restrictions on compulsory licenses, parallel
importing, or the extension of patents beyond the standard 20 years,
otherwise known as “superpatents.” The United States asked Thailand in
January to sign one such trade agreement that would do exactly that.

Negotiations for the Thai deal are still pending, according to the Office of the
U.S. Trade Representative, but the proposed deal embodies the debate
about the rights of patent holders balanced against the rights of developing
countries in need of drugs.

Under the World Trade Organization’s Agreement on Trade-Related Aspects
of Intellectual Property Rights (TRIPS), drug originators ordinarily enjoy the
right to a 20-year monopoly on their inventions.

But the so-called Doha Declaration, signed five years ago in Doha, Qatar, by
the United States and 141 other countries, amended TRIPS to allow poor
countries to break drug patents and produce cheap generic drugs in the
event of public health crises, such as HIV/AIDS or avian flu.

The driving force of the agreement was that IP should not take precedence
over public health.

For countries that were introducing TRIPS legislation into their national laws
for the first time, Doha allowed the copying of any drug patented before
1995. Those countries with existing patent laws, or that wished to copy
newer drugs, could do so under compulsory licensing, which could be issued
royalty-free for drugs that treat any disease that constitutes a severe health
emergency.

In the context of IP law, “superpatents” raise the fundamental question of the
scope of the protection that a patent provides, which could have far-reaching
effects on generic drug makers’ rights, according to Joshua Krumholz,
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partner at Holland & Knight and head of the firm’s IP practice group.

"If the innovator's exclusivity period is longer, it will be barred from that
market for the equivalent period,” Krumholz said. “To the extent a generic
company supplies drugs pursuant to the Doha Declaration, it may no longer
be able to do so in some countries. As a matter of economics, those
companies will look in other directions—most likely wealthier nations—to
increase their market share.”

However, others think these types of agreements are “overkill,” such as Jerry
Cohen, partner at Burns & Levinson LLP.

“The Doha Declaration itself and the overarching TRIPS agreement provide
the basis for a sensible range of exceptions to limit incursions on patent
exclusivity and include commitments to the incentives of IP systems,” Cohen
said. “The bilateral approach upsets other multilateral accords.”

For their part, U.S. officials argue the agreements are beneficial for everyone
involved. According to a U.S. trade representative, the intellectual property
provisions of the agreements will promote innovation and economic growth
by encouraging multinational drug companies to market medicines in
developing countries.

“The agreements prompt pharmaceutical companies to come in to these
countries and set up clinical trials, transfer technology by training locals,
stimulate investment, promote safer drugs by preventing counterfeits and
educate countries,” the representative said.

Without innovation, there would be no drugs to fight health crises and there
will be no drugs for the generics to copy. If an innovative company's profits
relating to its successful drugs are undercut to too great an extent, it will lose
the incentive to take the risk in the first place, according to Krumholz.

“Immediate need must be balanced with a long-term strategy to promote
innovation,” Krumholz said. “This debate is part of the deeper issue of
balancing the need for low cost drugs with the need to encourage the
development of the drugs. The system must promote and create incentives
for the development of new drugs, or there will be no new drugs.”

There could be other ramifications too: where brand-name pharmaceutical
companies hold patents, they don’'t want developing countries to impose
compulsory licensing schemes whenever the countries decide there’'s a
health problem or an unmet medical crisis, Kunin said.

“On one hand, the discussion has to do with the AIDS epidemic, but believe it
or not, some countries have tried to expand the definition of ‘crisis’ to include
things as ridiculous as the male erection disorder, which is completely
farcical,” Kunin said. “More importantly, this is really about countries wanting
deliver patented drugs to citizens without having to pay proprietary drug
prices.”

All Content Copyright 2006, Portfolio Media, Inc. 2



PLAW36®

Other industry experts say the reasoning behind such agreements comes
down to simple economics.

“Brand name pharmaceuticals spend a small fortune on their drugs and they
depend on patent protection to sustain research and development,” said Paul
Andre, partner at Perkins Coie. “If that protection is taken away, there is a
negative effect on the pricing of brand name drugs, and if brand names can’t
maintain the patent protection of a particular product, then they’ll be less
inclined to make that type of investment.”

Indeed, many agree that if there is no incentive for the work of
pharmaceutical companies and the costs of bringing a drug to market, the
development of crucial new treatments may be impeded.

“You always need to promote innovation to discover the next-generation
drugs for the next-generation maladies that will occur, so some incentive for
investors and inventors is absolutely necessary,” said Stephen Kunin, special
counsel at Oblon Spivak McClelland Maier & Neustadt PC. “Consequently,
you won't get the kind of innovation to address future needs unless you have
a strong patent system and the bigger the market, the stronger the rights.”

Those are not the only legal issues raised by the agreements, according to
Cohen.

“Some generic companies are making huge profits and doing so unfairly,
while hiding behind the rights accorded to less developed nations and their
peoples' legitimate needs,” Cohen said. “There are also legitimate concerns
as to efficacy and safety in licensing regimens, particularly in the
biotechnology area.”

Countries should return to the multilateral negotiating table of WTO itself to
work out their differences, according to Cohen.

“The multilateral solutions should include multi-government subsidies and
fair, but not confiscatory, pricing in case of genuine emergencies,” Cohen
said. “This would adjust allocations of cost burdens of confronting health
crises and recognize public health itself as a valuable resource for all
countries.”

But there are other factors to consider. Even though the world is paying for
the benefits of knowledge spurned by innovation, as it should and must, the
issue of morality is where the situation gets really tough, according to Bruce
Abramson, antitrust economist and president of Gordian Solutions Inc.

“We want to go to drug companies and say, ‘you guys cure things and we’ll
give you a $100 billion and a monopoly.” They do it and then we ask them to
give it away for free, which doesn’t make a lot of sense,” Abramson said.

“We don’t guarantee them a return—only if they succeed. So the moral
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issues stem from the economic issues. It always looks immoral to say certain
populations can’t have access to drugs because they can't afford it, until you
think about what would happen if we didn’t have that rule,” Abramson said.

With an explicit promise to exempt AIDS drugs absent from the agreements,
critics contend the move amounts to a strong-arming effort on the part of the
United States, saying it will make AIDS treatments too expensive for the
millions who can’t afford branded prices.

Eleven such deals have already been signed with countries battling
substantial HIV/AIDS epidemics, including Mexico, Chile, El Salvador,
Nicaragua and Honduras. Negotiations are beginning with several other
nations that are pivotal to the fight against the virus, including Thailand and
South Africa.

--By Erin Marie Daly, erin.daly@portfoliomedia.com
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