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AdvaMed Responses to Questions Posed in Federal Register Notice

on Drug Pricing Study (July 1, 2004)

NOTE:  All responses relate to medical technology.

· How do OECD countries set pharmaceutical [medical technology] prices?  Within OECD countries, what mechanisms do governments use to control pharmaceutical [medical technology] expenditures?

· For medical technology, the OECD countries use a number of price control mechanisms.  Here are just a few examples: 

· France – Government-mandated reimbursement rates (private hospital sector), and mandatory price cuts and rebates if sales exceed a government-mandated threshold (public hospital sector).

· Germany – Internal reference pricing conducted by the Ministry of Health and Self-Governing Bodies to set payment levels in the new diagnosis related group (DRG) payment system within the hospital sector.

· Japan – Foreign reference pricing and biennial price cuts mandated by the Ministry of Health Labor & Welfare.

· Korea – Reimbursement set by Ministry of Health and Welfare and not to exceed a certain percentage of a product’s FOB (free-on-board) price.

· United Kingdom – Internal reference pricing to set payment levels in the imminent healthcare resource group (HRG) payment system.

· If price controls and other government cost control mechanisms were eliminated in OECD countries, how and to what degree would pharmaceutical [medical technology] prices and expenditures change in those countries and in the United States?  What effects would these changes have on the sales and profits of pharmaceutical [medical technology] manufacturers?

· If price controls and cost control mechanisms were lifted, prices and technologies would be dictated by the market.  In the highly competitive medical technology industry, this would likely mean increased utilization of approved technologies that improve health outcomes and provider productivity.  Experience in the United States has shown that new technologies may cost more for some procedures, but they help enable a reduction in overall costs by reducing hospital stays and labor costs for those procedures.  Moreover, medical technology prices in the United States tend to fall over time and allow for more output for every dollar spent on medical technology.  Studies demonstrate that advances in medical technology also improve health outcomes, which benefit society and the overall economy.  For instance, according to the 2004 “The Value of Investment in health Care:  Better Care, Better Lives” study, the following has happened in part because of advances in medical technology:
· Annual mortality rates have declined 16%;

· Disability rates have declined 25%;

· Life expectancy has increased 4% or 3.2 years; 

· Hospital days fell 56%;

· Mortality from heart attack was cut almost in half;

· Deaths from stroke were cut by over one third;

· Breast cancer mortality declined 20%; and

· Diabetes management improved dramatically and produced a 25% reduction in complications such as blindness, kidney failure, stroke and death.

· How do patent laws and their application affect the levels of and differences in prices of patented drugs [medical technology] in OECD countries?

· While patent protection is important for medical technology manufacturers, it plays a slightly less important role compared to the pharmaceutical industry.  The fact is that there are very few stand-alone technologies that are without similar competitors.  As a result, competitive market forces for medical technology are more significant than drugs.  What’s more, the average life cycle of a medical technology is 18 months.  For many manufacturers, two-thirds of revenue comes from products that have been on the market for less than two years.  Therefore, it is critical to have rapid regulatory approval, efficient health technology assessment processes (which determine whether a technology is worthy of reimbursement), and pricing systems that recognize the clinical and economic value of new medical technology innovation and adequately reward this innovation.   

· How would U.S. consumers be affected if price controls and other government cost control mechanisms were eliminated in OECD countries?

· The elimination of price controls and other cost control mechanisms outside the United States could be expected to help support improvements to existing medical technology and the development of breakthrough technologies – both of which would benefit U.S. consumers of such technologies.  Moreover, we would expect the costs of R&D and manufacturing would be distributed more evenly around the world, and payers outside the United States would then be more likely to shoulder their fair share of these costs.  

· What factors influence, and how do companies determine R&D expenditures?  How would higher prices and revenues from sales in OECD countries affect R&D?

· A number of factors go into R&D expenditure decisions, including, but not limited to, demographics, size of market, and ability to recoup investment.  A marketplace that allows for competitive pricing will also contribute to a decision to invest in a new technology.  As noted above, the elimination of price controls and other cost control mechanisms outside the United States would likely help support improvements to existing medical technology and the development of breakthrough technologies.

· What is the relationship between increased R&D by pharmaceutical [medical technology] manufacturers and the introduction of new drugs [medical technologies]?

· Medical technology R&D is increasingly a costly, complex and timely endeavor.  Increased R&D raises the prospects for important improvements to existing technologies and the development of breakthrough technologies.  Innovative technology through increased R&D, however, can be stifled in OECD countries because of pricing practices that are slow, opaque and arbitrary.  The medical technology industry recommends pricing systems that are timely, transparent and that allow for meaningful industry input.

· Could OECD countries reduce costs by increasing the use of generic drugs [medical technology]?  What steps would the governments need to take to facilitate the use of generic drugs [medical technology]?

· The medical technology industry is highly competitive with few stand-alone technologies.  To the extent that price controls and other cost restrictions are removed from a market, other competitors and technologies would likely enter that market, thereby creating increased competition, more competitive prices, and innovation.

· Are there means by which OECD countries could improve incentives for developing innovative medicines [medical technologies] without significantly increasing spending on drugs [medical technology]?

· One means is improvement to the regulatory approval process, which in many OECD countries – especially Japan – is notoriously slow and burdensome.  Improved legal protection (developing countries in Asia) and limitations on medical malpractice (United States) are two other ways to facilitate the utilization and development of innovative medical technologies.  Timely payments to medical technology manufacturers would be yet another incentive; in countries like Greece and Italy, it can take over one year for a manufacturer to be paid for a technology or service associated with a technology.  More transparent, consultative and expeditious health technology assessment processes in countries like the United States, Germany, and France would offer yet another incentive for innovation.  Last but not least, the use of solid hospital data in setting payment levels in countries like Germany, France and the UK would be another incentive.

· List any additional drug pricing [medical technology] practices by OECD countries that utilize non-tariff barriers.

· The previous responses capture the breadth of price controls and other cost control mechanisms negatively affecting medical technologies.
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