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NB: These notes will make most sense if read in conjunction with the associated Power Point.

Introduction

“Intellectual Property” is the name we give to a set of monopoly rights we give to inventors, authors, and other creators, that allow them to control the fruits of their creations. Because these rights have many property-like features, we call them intellectual “property.” But obviously ideas are unlike chairs in many ways, so it is also important to keep in mind the limits of this analogy.

The 3 most commonly discussed kinds of intellectual property are:

· patents, which cover inventions;
· copyrights, which cover original works of authorship, like books, movies, and songs;
· and trademarks, which cover brands and other corporate marks
We focus on patents, because they are most important for drugs.

Theory

· The basic idea of patent law is to create incentives for invention. We give the inventors of things that are new, useful, and non-obvious the right to exclude others from making, using, selling, offering to sell, or importing those items. Thus, anyone who wants the new invention must come to the inventor, and pay her asking price. 
· There are two major problems with this approach, however:
· First, anyone who cannot pay the inventor’s asking price cannot get the invention—even if the actual manufacturing price is much lower than what the inventor is charging. If the invention is a drug, then this means that many people die unnecessarily. In the cold language of economics, this is called the static inefficiency of IP.
· Second, the inability to use the invention in further research, or to sell any new product based on the invention, can block future innovations. This is called the dynamic inefficiency of IP.
· The goal of IP law should be to balance the incentive effects of IP law with the inefficiencies it creates—or better yet, to find ways to shape our IP law (such as division of developed and developing world markets) that preserves incentives and eliminates inefficiencies, at the same time.
Practice

In digging deeper into how patents actually work, it makes sense to pick a particular case study. In this instance, we use Kaletra, a drug made by Abbott Pharmaceuticals, based out of Chicago, and consisting of two active ingredients: ritonavir and lopinavir.

Patents are national (there is no such thing as an international patent), so we have to examine Kaletra country by country. We start in the U.S.:

A. United States

To figure out what patents cover Kaletra, you would go the Food and Drug Administration’s Orange Book, which lists most patents relevant to most drugs. You can then plug those patent numbers into the USPTO patent search, or a free site like pat2pdf.org to get the actual patents.

Using this information, you can assemble a list of the relevant patents and begin to categorize them. 

· First, we can categorize them by which active substance the cover;

· Next, we can categorize them by whether they are product patents or use patents. (Process patents are also very important for drugs, but are not listed in the orange book)

· Finally, we can divide up product patents by whether they cover the core innovation of the drug, the new chemical entity, or whether they cover incremental developments based on that core invention: formulations or combinations, salt, or crystalline forms, etc.

Together, these patents are what give Abbott a monopoly on selling Kaletra in the U.S., and through a very similar set of patents, the rest of the developed world. This monopoly has so far been worth over $2.5 billion in revenues to Abbott.

Before we leave the U.S. however, it is worth noting one more thing about several of the Kaletra patents: many cover inventions that were made under grants from the NIH. It is reasonable to ask why Abbott should get property rights in inventions developed with U.S. government money. The practical answer is something called the Bayh-Dole Act, passed in the mid 1980s, which basically grants government contractors the rights to inventions developed under those contracts. 

The Bayh-Dole Act is extremely important to UAEM’s work: it is basically why we are here. The majority of university research is government funded. Thus, universities own the extensive IP they do today only because Bayh-Dole.

B. India

Next, we move to India.

India has no equivalent of the U.S. FDA’s Orange Book. So to begin to get a handle on what patents cover Kaletra in India, we start again from our U.S. list. Our assumption is basically that Abbott would have filed its patents first in the U.S., and then subsequently filed equivalent versions in India. 

Not everything that is patentable in the U.S. will be patentable in India however. One important dividing line is 1995. In 1995, the World Trade Organization was formed. In order to become part of the WTO, countries had to agree to something called TRIPs (a poor acronym for “Trade Related Aspects of Intellectual Property Rights”). TRIPs required countries to allow product patents on drugs. India was given a ten year window to comply with this requirement, and in 2005, India passed a law to do so (the Patents (Amendment) Act, 2005), retroactive to 1995. Prior to 1995, however, pharmaceutical products could not be patented in India.

Additionally, Indian patent law contains restrictions forbidding patenting of medical procedures—which implicitly forbids use patents on drugs, and restrictions—even post-1995—on patenting of incremental innovations for pharmaceutical patents—i.e. product patents. 

There is only one Kaletra patent that doesn’t fall into one of these categories.

How would we go about finding whether this patent was filed in India? The best starting point is to search for a Patent Cooperation Treaty application. The PCT is basically an instrument—something like the common app. in applying to colleges—that makes it easy for applicants to submit their patent to several countries at once. In fact, if we look up the lopinavir patent under the PCT, India was not a named country. This is somewhat surprising.

Let us assume for now, however, that Abbott did file the lopinavir patent in India, perhaps outside the PCT process. What is the effect on access India if that patent is granted?

Today, there are at least two producers of Kaletra in India, Abbott and Cipla, and others could enter the market because there is no patent protection. However, if the lopinavir patent is granted, it will block any new entrants. Under a special provision of Indian law, Cipla will be able to continue producing if it was selling prior to 2005, but only upon payment of royalties to Abbott.

C. Botswana

Finally, consider the case of Botswana. 

Botswana did not join the PCT until 2001. This means that to patent in Botswana, Abbott would have had to file all its patents outside the somewhat streamlined process provided by the PCT. For purposes of this example, we’ll assume they did not do that.

If we are right, and there are no patents on Kaletra in Botswana, anyone can produce or sell there, in theory, and a competitive market exists to drive down the price of the drug. Unfortunately, however, Botswana cannot sustain a domestic production industry. Thus, the drugs would actually have to be produced somewhere else (e.g. Canada). The problem, however, is that Canadian patents would prevent this production. So Botswana is, practically, no better off.

Recognizing this problem, the member countries of the WTO agreed to the Doha Declaration in 2001, committing themselves to find a solution. In 2003, they agreed to August 30th Declaration. In principle, this declaration allowed countries like Canada to grant licenses to domestic pharmaceutical producers solely for the purpose of exporting needed drugs to countries like Botswana. Some countries (not including the U.S.) have implemented legislation to take advantage of this flexibility. Canada’s law is called the Jean Chretien Pledge to Africa Act. Unfortunately, both the JCPA and the August 30th declaration have proved better in theory than in practice. Despite concerted efforts by Medicines Sans Frontieres, not a single drug has been exported by Canada under the JCPA. 

Conclusion

There is much more international IP law relevant to access to medicines than is covered in these notes. Data exclusivity and bilateral trade agreements are two issues of particular immediate concern. Please feel free to contact any law student on the UAEM Coordinating Committee at any time for further help or discussion on any of these issues.

