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THE SENIORS COALITION

Working for a Responsible America




To: 
Karen Strambler

Office of the Commissioner

U.S. Food and Drug Administration

5600 Fishers Lane

Rockville, MD  20857


Re: 
Prescription Drug Importation Public Meeting
April 14, 2004
Docket No. 2004N-0115



The Seniors Coalition (TSC), America's largest free-market senior advocacy organization with more than 4 million members, respectfully requests the opportunity to make an Oral Presentation at the April 14, 2004 Public Meeting of the Task Force on Drug Importation.  

Pursuant to the Public Notice, the following information is provided:

Presenter's Name:
Flora M. Green
Address:

9001 Braddock Road, Suite 200, Springfield, VA  22151

Email Address:
fgreen@senior.org
Telephone Number: 
703-239-1960
Fax Number:

703-239-1985
Affiliation:

National Spokesperson
 


The Seniors Coalition

Summary of Presentation:

· TSC believes two significant impediments exist to any importation scheme being adopted to protect the safety and economic interests of American patients.  First, these medicines must be certified as safe for use; and second, the government must prevent importation of medicines at suppressed price levels that unfairly disadvantage the competitive position of American drug manufacturers and the working families employed by them.

· Importation schemes must require all imported products to originate from FDA approved manufacturing facilities to assure patients receive quality medicines that are certified by FDA as safe and effective.

· The shipping and distribution systems must be secure and utilize tracking technology to protect products from contamination or introduction of counterfeit or adulterated products.

· All medicine shipments shall be handled only by FDA accredited pharmacies that utilize FDA protocols in handling of medicines.

· The costs of these importation schemes, prior to implementation, must demonstrate significant verifiable cost savings after adjusting for the administrative and enforcement costs required for meeting safety criteria required by such importation schemes.

· The price controls on medicines currently employed by Canada, and many other foreign governments who use price controls to artificially suppress drug prices to the advantage of their citizens, unfairly forces American consumers to pay higher prices for medicines.  In essence, these price controls effectively force American patients to unfairly subsidize the lower drug prices for foreign patients.

· Allowing price controlled medicines to be imported into the United States and sold at an artificially suppressed price point undermines the competitive market of American drug manufacturers and threatens the innovative engine that consistently delivers new breakthrough drugs that benefit all patients, but particularly seniors who suffer from age-related chronic illnesses.  These drug manufacturers, and the working families employed by them, are placed at a significant competitive disadvantage that is inconsistent with American trade policies that are designed to protect American from such abusive economic policies.  Examples include timber, agriculture and steel import tariffs that are used to protect American competitors from unfair foreign subsidized products.

· The United States should use its trade policies with those governments who use these price controls on medicines to force them to adopt an equitable drug pricing scheme that will allow for a moderation of drug prices in the United States.  The unfair subsidization by American consumers of drugs for foreign patients must end.

· The public policy makers who advocate importing these price controlled drug products must account for the safety and economic issues outlined herein that could adversely impact the economic and health well-being of America’s seniors.

It is estimated that this presentation would take twenty (20) minutes.  We would adjust this presentation time to accommodate scheduling limitations the Task Force may adopt for all presenters.

