
Should pharmaceuticals be allowed to transfer marketing rights for neglected diseases? 
 
"Transferable market exclusivity" is an idea the pharmaceutical industry is considering as a solution to the R&D gap 
in neglected diseases. In this article, Elizabeth Sukkar explores its potential role. 
 
Pharmaceutical R&D is a costly and time-consuming process - it is often estimated that it costs $800 million to 
bring a new product to market - and revenues from products for neglected diseases are too small to justify the 
cost, so the argument goes. 
 
Companies, therefore, need to be rewarded to undertake serious research on neglected diseases. A number of them 
have already brought in some humanitarian aid programmes (noted in Box 1), but critics still maintain that R&D in 
this area is progressing too slowly. 
 
An idea, although a few years old and really only debated in academic circles, was put forward by the International 
Federation of Pharmaceutical Manufacturers Associations's 22nd assembly in Barcelona last October. In a report 
entitled "The Pharmaceutical Innovation Platform", the IFPMA highlighted a solution called "transferable market 
exclusivity" (TME). 
 
This would involve a pharmaceutical company being granted patent extensions to products they market in rich 
countries, including blockbusters, in exchange for conducting R&D on a neglected disease. For example, if a 
company discovered a treatment for leishmaniasis, it would be rewarded by being able to extend marketing 
exclusivity on any of its other products. 
 
To a certain extent the idea is based on orphan drugs legislation, which gives pharmaceutical companies a 
marketing exclusivity period for researching treatment for a rare disease. But the IFPMA argues that, unlike 
developed countries, simple market exclusivity is of little use in developing ones where the value of the market is 
likely to be tiny. 
 
Dr Eric Noehrenberg, the IFPMA's director of international trade and market issues, told Scrip that the length of the 
patent extension could depend on each national government. "If you get a year [extension] on a blockbuster, it 
could be a lot of money [for the company concerned]." He says the report only mentioned the concept, but that the 
IFPMA would be developing it further and be preparing a separate paper on the subject. "We need to develop it 
further before we shop it around," he added. 
problems  
 
But TME does raise a lot of questions. What would happen to national drug budgets if the patents on blockbuster 
drugs were extended? How would generic manufacturers respond to the launch of their products being delayed? 
There are also competition matters to consider. For example, if a company discovers a product for a neglected 
disease and gains a TME, what happens if another firm discovers a better treatment? Would the first company's TME 
remain valid? Pharmaceutical firms would expect so. 
 
Furthermore, where would a product for a neglected disease have to be approved? Most likely this would involve an 
agency in a developed country such as the US or in Europe. There would also need to be agreement on what 
constitutes a neglected disease in the developing world; taking into account morbidity and mortality, for example, 
would HIV/AIDS be included (see Box 2)? 
 
WHO and DNDi views  
The concept is also being studied by the World Health Organisation's Commission on Intellectual Property Rights, 
Innovation and Public Health. The 10-member commission was set up in February 2004 to examine how to 
stimulate the creation of new medicines for diseases that mainly affect developing countries. 
"Transferable market exclusivity is one idea being looked at as a way to give better incentives for companies. But we 
are not necessarily recommending it as the best option. It is one of many new ideas to promote innovation. There 
are pros and cons with them all," says Dr Charles Clift, the co-ordinator of the commission. 
 



"In this case, why should tax-payers or sick people in developed countries arbitrarily pay the extra cost on drugs 
they need to keep alive?" asks Dr Clift. If there is the will to do so, it might be fairer to raise extra money through 
general taxation rather than through the Department of Health's budget or insurers/patients, he said. 
 
Yves Champey, chairman of the Drugs for Neglected Diseases initiative (DNDi), told Scrip: "The concept was first 
discussed at EU level several years ago and comes back recurrently. We do not reject it as long as it provides a new 
drug for a neglected disease, but there are questions about which drug would gain marketing exclusivity, and the 
duration." He also stresses that the drug that is developed must be a "genuine" new development for a neglected 
diseases. 
 
Too radical?  
Perhaps it is too radical an idea. At least, there are other options that can be considered as alternatives to the 
neglected diseases problem (see Box 3), including public-private partnerships (see adjacent story). For example, the 
Medicines for Malaria Venture is working on 20 antimalarial projects. There are also R&D tax credits, which the UK 
has brought in, and purchase funds, which help create a market for future medicines. No doubt all of these options 
will be studied by the WHO's Commission, which will complete its report in January 2006 and report to the World 
Health Assembly in May 2006. 
  
BOX 1  
Some pharmaceutical company disease programmes  
Disease                   Pharma industry contributions  
Onchocerciasis  Merck & Co donates more than one billion Mectizan (ivermectin) tablets 
Leprosy   Novartis donates $35 million in multidrug treatments  
Lymphatic filariasis      GlaxoSmithKline donates albendazole and Merck & Co Mectizan  
Guinea worm  Johnson & Johnson donates Tylenol, forceps and gauze to 3,000 endemic villages  
Blinding trachoma        Pfizer donates more than $130 million worth of Zithromax and health educational grants  
African Sanofi-Aventis supplies 1.2 million drug trypanosomiasis ampoules of three medicines, and 

supports mobile teams and the WHO on new drug formulations  
Source: IFPMA. 
  
BOX 2  
Some neglected diseases  
Blinding trachoma  
Chagas disease  
Dengue feverDiarrhoreal diseases  
Helminths (intestinal) infections  
Hepatitis E  
HIV/AIDS  
Hookworm  
Leishmaniasis  
Leprosy  
Lymphatic filariasis  
Malaria  
Onchocerciasis  
Schistosomiasis  
African trypanosomiasis  
Tuberculosis  
Source: WHO website. 
  
BOX 3  
Other ways to encourage R&D into neglected disease  
* Public-private partnerships (eg, MMV)  
* R&D tax credits for pharma companies  
* Purchase funds  



* Government funded research  
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