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Introduction 

Increasing intellectual property protections covering both research inputs and outputs have made the development of pharmaceuticals and agricultural products appropriate to the needs of developing regions more difficult, and have restricted the transfer of existing technologies to less developed countries. Overcoming these problems will require novel approaches for managing intellectual property, approaches which reconcile greater access to research inputs and new technologies with proprietors' ability to maintain control and receive a return on their investment in more profitable markets. This may be accomplished through developing humanitarian licensing practices.
A humanitarian license reservation, sometimes called a humanitarian use exemption,
  is a provision in a license whereby inventors and technology suppliers protect in advance the possibility of sharing their proprietary technology with third parties for the benefit of people in need. This enables people who are unable to pay market prices to benefit from increased access to the technology, typically through a separate later license with a non-profit, public-sector, or developing-world entity, either public or private. 
The AAAS project on Science and Intellectual Property in the Public Interest (SIPPI) has established a working group to explore developing and applying a humanitarian use exemption.   The working group has two objectives.  The first is to conceptualize the scope and applications of a proposed humanitarian use exemption and the circumstances under which it should apply, with a focus on biotechnology for agriculture and health.  The second objective is to identify good/best practices related to the management of intellectual property for research and development that can further the implementation of a humanitarian use exemption.  

The working group held its first meeting in July, 2004.  SIPPI has drawn on information from members’ presentations and discussions to provide an overview of the issues involved in considering a humanitarian use exemption.
The Need for a Humanitarian Use Exemption
Biotechnology has improved life for many of the world’s people.  Better medical treatment has reduced the severity of many infectious diseases, and modern agricultural techniques have helped bring food security to large portions of the globe.  However, people in developing countries have yet to experience the full benefits of biotechnology.  This is because biotechnology has not been developed to solve problems specific to developing countries, and when appropriate biotechnology does exist, it is often expensive and difficult for people in developing countries to obtain.
IP Covering Research Tools. 

Currently, 90 percent of global drug R&D investment goes toward cures for diseases that afflict industrialized countries, though these diseases constitute only 10 percent of the global disease burden.  R&D projects that address diseases of developing countries such as malaria and tuberculosis receive comparatively little funding.  For this reason, sorting through IP rights on R&D inputs, and paying to use those which are protected, is especially burdensome for these efforts.    

IP Covering Consumer Products. 

While progress has been made in developing drugs to treat HIV/AIDS, many of these drugs remain under patent protection.  This prevents competitors from introducing inexpensive generic versions and keeps the price of the patented drug high.  The cost AIDS drugs can be difficult for people in wealthy countries, and prohibitive for people in poor countries.  

In developing countries where people depend on small-scale subsistence agriculture for food, crop failures can lead to serious shortages.  Agricultural biotechnology can help improve farm productivity and make crops more resistant to disease and other adverse conditions, increasing food security.  Intellectual property protections covering agricultural biotechnology can decrease access in developing countries.
What a Humanitarian Use Exemption Could or Should Do

1.    Increase access to essential medicines

The World Trade Organization’s treaty on Trade-Related Aspects of International Property Rights (TRIPS) recognizes that poor countries facing public health emergencies have the right to issue compulsory licenses to improve access to essential medicines.  The WTO clarified this position in the 2001 Doha declaration on TRIPS and public health, and 2003 decision on compulsory licensing in countries without manufacturing capabilities.  Patents normally grant the patent owner exclusive rights over the use of a particular invention—rights which he can choose to license out to others, or hold for himself.  In emergency circumstances, a compulsory license suspends a drug patent owner’s exclusive rights, allowing other parties to produce the drug until the emergency passes and is unlikely to recur.  A humanitarian use exemption could serve some of the same functions as compulsory licensing, as it would make patented products more accessible for humanitarian purposes.      
A humanitarian use exemption could also be a valuable tool for managing the IP aspects of drug development for diseases such as malaria and TB; that is, managing IP protections on research inputs.  The Centre for International Management of Intellectual Property for Health R&D (MIHR) already helps researchers working on diseases of developing countries by publishing best practices for licensing strategies and providing technical and legal assistance.  To guide its work, MIHR uses the following definition of humanitarian purposes:  “(a) to conduct research and development by any bona fide organization anywhere in the world for the express purpose of addressing health needs in developing countries, or (b) to make, have made, use, have used, import, or export a product and/or process containing the knowledge for the express purpose of addressing health needs in developing countries.” 
The Global Alliance for TB Drug Development is another organization that facilitates IP arrangements for developing country-focused drug research.  The Global Alliance recently negotiated a licensing agreement with Chiron Corporation to expand access to the TB drug PA-824 and related compounds, agreeing that no royalties will be due for drugs marketed in developing countries.
2.  Increase access to improved crop varieties
An HUE could address the IP restrictions covering crop varieties as well as the research tools needed to develop new subsistence crops.  Multinational agriculture corporations have used the term “humanitarian use” when announcing their intentions to share proprietary technologies with farmers who could not otherwise afford them.  The Public Intellectual Property Resource for Agriculture (PIPRA) demonstrates how IPR holders can manage their agricultural IP to encourage humanitarian use.  PIPRA helps public sector research institutions such as universities coordinate their use of agricultural IPRs, to speed the creation and commercialization of improved staple and specialty crops used for subsistence farming.  

PIPRA has defined humanitarian purposes as:  “(a) the use of the Invention/Germplasm for research and development purposes by any not-for-profit organization anywhere in the World that has the express purpose of developing plant materials and varieties for use in a Developing Country, and (b) the use of Invention/Germplasm for Commercial Purposes, including the use and production of Germplasm, seed, propagation materials, and crops for human of animal consumption, in a Developing Country.”    

Issues to be Dealt with in Developing an HUE
1. Is IP the issue we should be addressing? 

IP is one of a number of interconnected issues involved in delivering biotechnology to people in poor countries.  There is some debate about the relative significance of IP barriers, considered against other factors that prevent advances in medical and agricultural biotechnology from reaching developing countries.  Here is a brief summary of the arguments for and against focusing on an exemption to IP protections as a way to increase access to medicines:   

IP barriers need attention:  Proponents of addressing IP say that while many factors—economic, scientific, political, and legal—can prevent needed drugs from reaching sick people in developing countries, they are interconnected.  If the process of providing access to a medication is held up by any factor, at any stage, the drugs will not reach the people who need them.  The same holds true for agricultural innovations.  
IP restrictions on research tools (such as genes or biological research methods) have the potential to slow drug development and may be more difficult to overcome in developing drugs to treat diseases like malaria and tuberculosis, since they primarily affect people with little to spend on medicine.  Patents on drugs that already exist can make it difficult for poor people to obtain them, since cheaper generic versions are not allowed to be produced.  Drugs for HIV/AIDS are still under patent, as are most other recently-developed drugs.    
We should not try to modify IP protections:  Others argue that IP is far from the main obstacle to getting drugs to sick people in poor countries.  Many people in developing countries suffer from conditions that are treatable with drugs that are not under patent.  These relatively affordable drugs may be held up by inadequate public health infrastructure, corruption, and other factors.  Additionally, reducing IP protection on drugs to treat diseases of the poor could further reduce incentives for commercial entities to develop these drugs.  
2. Are separate approaches for agriculture and health necessary?  

Health and agricultural biotechnology differ in important ways, so it may be necessary to consider a separate type of humanitarian use exemption for each.  In the field of health, patented drugs and the tools for developing them have been the focus of IP debate, and would be the relevant products for an exemption.  In agriculture, crop varieties and biotechnology that improves agricultural productivity are the relevant products.  
For both health and agriculture, an HUE would need to address the development of products appropriate to the needs of developing countries, as well as the transfer of existing technologies.  However, in the field of health, the emphasis of an HUE would be on developing new pharmaceuticals rather than distributing existing ones.  New product development is less pressing in agriculture, so increasing access to existing technologies would be the primary goal of an HUE for agriculture.   

Differences in the global markets for drugs and food products, the feasibility of segregating them by geography and product characteristics, and costs and liability, also suggest that specific humanitarian use exemptions need to be developed for health and agriculture.  However, it is still useful to develop a uniform set of general principles or policies that can apply to both. 

3. What should the focus of an HUE be?
A humanitarian use exemption could focus inducing development of products that are appropriate to the needs of developing countries, focus on removing barriers to delivering existing technologies to developing countries, or seek to do both.  
With relatively weak market power, the unique needs of developing countries tend not to attract private R&D investment.  According to estimates, developing a new drug in the U.S. takes about $700 – 800 million, so drug companies tend to put resources into making drugs that people in wealthy countries demand.  While they ravage populations in poor countries, diseases like malaria, tuberculosis and others are rare in industrialized nations, so relatively little R&D goes toward finding new drugs to treat them.  A similar pattern holds true in agricultural biotechnology, where little investment is directed toward perfecting new crop varieties for subsistence farming.  An exemption that functioned at the product development stage of biotechnology for developing countries would aim to remove any intellectual property barriers to conducting R&D on products for poor markets.

An exemption that functioned at the product distribution stage would make it easier for people in developing countries to gain access to existing intellectual property.  This would apply to patented inventions that find a market in wealthy countries, and are also needed by people in developing countries.  The HUE would provide an exemption for use of a particular IP product in developing countries while protecting that IP in wealthier countries.  In the case of pharmaceuticals, existing AIDS drugs would be a candidate for this type of exemption.  Many are still under patent, meaning that generic companies are not yet allowed to produce cheap competitors.  Certain plant varieties that are commercially valuable for farming in industrialized nations would be candidates as well.         
4. Should an HUE be voluntary or non-voluntary?
A policy for a humanitarian use exemption could seek to make biotechnology more available to the poor by providing patent holders with either a set of non-voluntary obligations, or voluntary recommendations and guidelines.  
A non-voluntary HUE would permit exemptions to patent protection for products used in developing countries, with or without the patent holder’s consent.  This would not be unprecedented; other non-voluntary exemptions exist to accomplish policy objectives, such as bringing generic drugs to market immediately upon patent expiration (e.g. the U.S. Bolar exemption to the Hatch-Waxman Act) and encouraging research (e.g. the U.S. common law research exemption, which is extremely narrow and currently under discussion). 
A voluntary HUE would consist of clauses that an IP holder could choose to include in exclusive licensing agreements, to reserve his or her right to license the IP to users in developing countries at no cost or reduced cost.  The HUE clause would not be mandatory.  Generating widely accepted language for an HUE clause would make it simpler for IP holders to make their property available to those in need.    
5. How should an HUE be limited?
Limitations on when and where a humanitarian use exemption would apply need to be carefully defined.  A number of criteria could be used.  First, geographic parameters could be set so that an HUE applies only to some countries or regions.  Second, an HUE could take advantage of market segmentation, either by instituting different licensing terms for different consumers of the same product (with reduced or no royalties for the poorest), or by applying very favorable licensing terms to certain classes of products.  In the latter case, the exemption would apply to product varieties that are only consumed by people in developing countries—for example, crop varieties used only by subsistence farmers or drugs that treat certain diseases of poor countries.  This, however, could be complicated by the fact that the disease burden in developing countries is shifting toward chronic diseases such as heart disease and diabetes, which are also represent a large drug market in industrialized countries.  Third, an exemption could apply only at certain times—for limited intervals of intense need.  
6. Are Existing Statutory Exemptions Adequate?

Certain existing exemptions to intellectual property protections might perform some functions of a humanitarian use exemption, or at least prove useful models for developing a separate HUE.  For example, the U.S. regulatory track exemption (also known as the Bolar exemption to the Hatch-Waxman Drug Price Competition and Patent Term Restoration Act of 1984) allows drug makers to begin using a patented drug for the purposes of developing and testing generic alternatives before the patent expires.  The Bolar exemption could be a model for a research exemption that functions for neglected diseases.  

Next Steps
At its first meeting, held in July 2004, the SIPPI Humanitarian Use Exemption working group initiated work on a principles and practices document, which will articulate a framework for implementing a humanitarian use exemption as part of negotiated agreements between two or more parties, or through application of laws, regulations or treaty obligations.  The group will meet again in December, 2004.
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� In later deliberations, the working group decided “humanitarian licensing” better describes its activities, since those in need may be served by license clauses that stipulate commercial licensees undertake positive actions on their behalf – in addition to clauses that allow the licensor to exempt humanitarian activities from exclusive terms.
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