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Good morning, my name is Geralyn Ritter, and I serve as Vice President of International Affairs for the Pharmaceutical Research and Manufacturers of America, known as PhRMA.  We appreciate the opportunity to contribute to the Commerce Department’s study of trade in pharmaceuticals, specifically regarding the interventionist laws and practices of OECD governments in this area.

PhRMA represents the leading research-based pharmaceutical and biotechnology companies in the United States.  These companies are devoted to discovering and developing new medicines that will enable patients to live longer, healthier and more productive lives.  In 2003 PhRMA members invested more than $33 billion in discovering and developing new medicines, marking the 33rd consecutive year the industry has increased its investment in R&D.  That annual investment represents over 17 percent of domestic pharmaceutical sales - a higher R&D to sales ratio than any other U.S. industry.

This morning, I am here to tell you a tale of two pharmaceutical pricing systems.  One is based on central government control, restricted patient access, suppressed innovation and compromises on patient care.  The other is based on competition and free markets, transparency, innovation and the best patient care available.  

The price and access controls used by many OECD countries are related to the fact that governments in most other countries provide some kind of national health insurance that covers the vast majority of the population.  Those governments dominate the health care marketplace and effectively operate as monopsonistic purchasers of pharmaceutical products.   

The United States has chosen a different path that depends on competition and innovation, a system that has resulted in the most innovative pharmaceuticals being delivered to patients in the quickest, safest way possible.  Our system relies on free market forces and patient demand to determine pricing and it ensures the best allocation of resources toward pharmaceutical research and development. 

Innovation is severely threatened by foreign government price and access controls on pharmaceuticals.  Such controls are pervasive outside of the United States and have significant detrimental effects not only on the U.S. industry, but more importantly on American patients and the American economy as a whole.  Moreover, these interventionist measures have very serious ramifications for foreign patients and the amount of global investment in research and development, and they result in an economically inefficient allocation of scarce healthcare dollars.  These measures serve as the single most important trade barrier facing innovative U.S. pharmaceutical companies in developed country markets around the world.
To understand the mechanisms used by foreign governments to control supply and demand in their pharmaceutical markets, one must appreciate the variety and complexity of those mechanisms.  Some countries rely on government-set ceiling prices, while others demand regular, large “rebates” from pharmaceutical manufacturers.  Others use profit controls, volume restrictions, or highly-restrictive formularies.  Some countries go as far as to punish doctors if they prescribe “too many” innovative medicines for their patients in a given month.  All of these mechanisms distort market-based trade at the expense of innovation and patient care.  

Instead of taking the time today to go into greater detail about these complex price and access control mechanisms, I would like to talk about the negative effect these controls have on patients, the American economy and the pharmaceutical industry.  However, I encourage you to refer to our written submission which details some of the specific examples of the common types of price and access control mechanisms used by OECD countries and the many complex systems used to artificially control prices and the prescription of drugs to patients.  

Suppressed Innovation and R&D

One of the most important negative effects of foreign price controls is the suppression of future innovation.  This effect is perhaps the most important because it compromises the health of future generations of Americans, and indeed, of patients around the world.  The risks of developing new drugs have grown dramatically in the last decade.  For every 5,000 molecules tested, only 250 drugs will enter preclinical testing, and only 1 will be approved by the Food and Drug Administration.  Moreover, only 3 out of 10 marketed drugs will produce revenues that meet or exceed average research and development costs.  

The risks for the research-based pharmaceutical industry in research and development of a new drug are greater than they have ever been.  Nonetheless, PhRMA members have demonstrated a remarkable commitment to the process of innovation for decades, notwithstanding the high costs and enormous risks associated with pharmaceutical research and development.  It is precisely this commitment that European and other foreign governments have taken for granted.  Their restrictive policies consistently discriminate against innovative products and have depressed the level of innovation in the pharmaceutical industry over the past decade.  

The payoff from investment in research and development is clear, particularly in light of the enormous advances in drug therapies that treat rheumatoid arthritis, HIV/AIDS, Parkinson’s disease, Alzheimer’s disease, schizophrenia, diabetes, high cholesterol and many, many more conditions.  The result of these advances is that Americans and others around the world live longer, more productive lives than at any time in human history.  

But, the market distorting policies of governments that engage in pharmaceutical price and access controls have begun to threaten the progress made over the past decade.  A study by Boston Consulting Group or BCG concludes that in the absence of these distortive government policies, an additional 110 to 140 branded drugs would have been launched over the past decade had it not been for OECD country price controls.  The same study concluded that, without these controls, there would be about 35 to 40 entirely new classes of drugs today.  

Higher Prices

Another negative effect of foreign price and access controls relates to prices.  PhRMA has no involvement in the marketplace decisions of our members, and pricing decisions are determined strictly by individual companies.  Straightforward economic theory tells us, however, that fewer new drugs means fewer competitors in the marketplace.  There are several studies in the economic literature that demonstrate this effect.  When there are more drugs in a particular therapeutic class, there is more competition.  Conversely, with fewer drugs in the marketplace, there is less competition and less downward pressure on prices within therapeutic classes of medicines.  

Fewer Jobs

When talking about price and access controls on pharmaceuticals, most people think just about the price and availability of medicines, but there is a larger impact on the U.S. economy.  The BCG analysis found that if foreign price controls on pharmaceuticals were eliminated, approximately 90,000 to 105,000 new jobs would be created in the United States.  The pharmaceutical industry is a key component of America’s high tech economy, and it is among the top U.S. exporting industries.  Put more succinctly, the issue here is not just one of health care, it is also one of economics and trade.

Foreign Effects
Ironically, the countries that employ price and access controls on pharmaceuticals also suffer from them.  In Europe, the controls have resulted in a scientific brain drain, the relative decline of the European pharmaceutical industry and distorted health care systems toward less cost-effective health care products and services.  The costs to European patients have also come in the form of delayed access to drugs and poorer health outcomes. 

Government price and access controls on pharmaceuticals skew the pattern of consumption of general drugs in an inefficient manner.  Because prescription drug prices are often lower in Europe and Japan, there is little incentive for generic manufacturers to enter those markets and compete aggressively on the basis of price.  The result is that governments end up paying higher prices than needed for older, off-patent medicines.  It is a testament to the market-distorting effects of price and access controls that use of generic drugs tends to be highest in countries with more market-oriented pharmaceutical sectors and lowest in countries where government bureaucrats intervene directly and with a heavy hand.  

In light of the negative effects of these market-distorting price and access controls, the Administration should be vigilant in ensuring that foreign price controls are not imported into the United States through the importation of pharmaceutical products from countries that artificially depress pharmaceutical prices at below-market rates.  Some have argued that legalizing importation of prescription drugs from other countries is a way to use the free market to bring lower-cost medicines to American consumers.  On the contrary, however, importation would not further free market principles, but would amount to importing foreign government price control regimes and all of the problems that come with them.  

Conclusion
The pernicious effects of foreign government price and access controls hurt patients in the United States and abroad, represent market access barriers to U.S. exports, cost highly compensated jobs in the U.S. and are not sound economic policy, even for the countries that employ them.  International agreements and U.S. law provide scope for trade action directed toward foreign price and access controls for pharmaceuticals.  The United States Government has recognized the potential harm to U.S. trade interests as a result of some countries’ market-distorting practices in the area of pharmaceuticals.  For all of these reasons, the U.S. Government should ensure that reform of these anti-innovation market barriers are a top priority of U.S. trade policy.

PhRMA welcomes recent steps taken by the Administration to begin dealing with this complex set of issues in a more comprehensive fashion.  The U.S. – Australia FTA represents an important step in the right direction.  Moreover, we believe that the study of drug pricing controls that is the impetus for this hearing is an important step in understanding the negative and detrimental effects of foreign government price and access controls on patient care.  On behalf of PhRMA, I thank you for the opportunity to express our views on this issue that is so important for U.S. industry and patients in the United States and around the world.
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