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August 10, 2004 

Ms. Kristie Mikus


U.S. Department of Commerce

14th Street and Constitution Avenue, NW

Room 4039

Washington, D.C. 20230

Dear Ms. Mikus,

In light of the U.S. Department of Commerce’s recent meeting on the drug pricing study, AdvaMed (The Advanced Medical Technology Association) would like to formally reiterate its concerns related to foreign price controls on medical technology and offer a few comments in addition to those submitted by AdvaMed on July 1.  

AdvaMed represents over 1,200 of the world’s leading medical technology innovators and manufacturers of medical devices, diagnostic products and medical information systems.  AdvaMed member companies are devoted to the development of new technologies that allow patients to lead longer, healthier, and more productive lives.  Together, they manufacture nearly 90 percent of the $75 billion in life-enhancing medical technology products purchased annually in the United States, and nearly 50 percent of the $175 billion in medical technology products purchased globally.   

Given the highly competitive and innovative nature of the medical technology industry, AdvaMed’s member companies require fair and transparent global markets where products can be adopted on their merits and priced to appropriately reflect their medical and economic benefits.  Accordingly, Commerce’s drug pricing study is of great interest to AdvaMed member companies, who increasingly face a raft of price controls in Europe, Japan and Asia.  Price controls take numerous forms including, but not limited to, internal and external (or foreign) reference pricing; random or arbitrarily-applied price cuts; and uncompetitive and opaque tendering processes.  

Let me highlight a few recent examples of price controls on medical technologies:

· In France, AdvaMed has just learned that the Comité Économiques des Produits de Santé (CEPS) has proposed dramatic arbitrary cuts in medical technology prices without industry consultation, with cuts as high as 93% for some product categories.  
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· In the United Kingdom, the NHS Purchasing and Supply Agency is seeking to impose internet-based auctions that ignore the many qualitative differences in medical technologies. 

· In Japan, the medical technology industry continues to face a more vigorous application of foreign average pricing.  Japan seeks to set prices based on comparisons to actual prices in the United States, France, Germany and the United Kingdom, even though these comparator markets have drastically lower cost structures and markedly different reimbursement mechanisms than Japan. 

Finally, we continue to monitor pricing developments in the world’s fastest-growing markets for medical technologies – China, where the Ministry of Health is considering a centralized tendering system that would exclude industry consultation and drastically reduce prices on a range of innovative medical technology.  

We share the concerns expressed by Ms. Geralyn Ritter of PhRMA during last week’s meeting at Commerce on the drug pricing study – namely that foreign price controls suppress innovation; discriminate against innovation; result in fewer products on the market, leading to less competition and upward pressure on prices; and yield less patient access to innovation and less efficient health care systems in those markets that impose such controls.

AdvaMed and its member companies also believe foreign price controls result in a situation where patients in the United States end up shouldering the cost of medical technology innovation.  Moreover, these controls act as market barriers that ultimately lead to a distortion of trade in medical technologies and discrimination against U.S. exports of medical technology. Although the United States has held a trade surplus over the past decade -- approximately a $62 billion total vis-à-vis its trading partners, the most recent figures suggest that this surplus is shrinking rapidly. 

AdvaMed is willing to provide more details on both the price control mechanisms its member companies face around the world and their impact on innovation, trade and patient access to medical technologies.  AdvaMed looks forward to hearing about the results of the drug pricing study in September.  Thank you for your attention to and interest in our concerns.

Sincerely,
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Pamela G. Bailey

Bringing innovation to patient care worldwide
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