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    “In a globalized world, regulatory cooperation is no longer discretionary.” This is the basic “take away” message 
delivered by FDA deputy commissioner for international programs Murray Lumpkin. Speaking 4/26 in Washington, 
DC, before members of the private advocacy group, Alliance for a Stronger FDA, Lumpkin said: “Globalization has 
fundamentally changed the environment for regulating foods and medical products, and it has created unique regulatory 
challenges for FDA and its regulatory partners around the world.” He asserted that no single country has all necessary 
resources to assure the safety of foods and drugs. Stressing the need for cooperation among nations, he noted, “The sum 
of the parts (of the world’s regulatory authorities) is superior to their separate, individual values.”
     
    The sources of foods and drugs—as well as clinical data—are now part of a “global supermarket,” Lumpkin said. He 
observed that the U.S. currently imports $2 billion worth of FDA-regulated products annually from over 200 countries, 
involving 825,000 importers, and through 300 ports of entry. “There are more foreign facilities and clinical trials supply-
ing primary data for U.S. marketing applications; there is more outsourcing of manufacturing and clinical trials to local 
entities that have not been historically engaged with FDA; there is greater complexity in supply chains; and imports are 
arriving from countries with less well-developed regulatory systems,” he said. “Some countries have little ability to regu-
late or assure the robustness of clinical data, and they may offer greater opportunity for counterfeiting, contamination and 
economically motivated adulteration.”
     
    Moreover, and perhaps even more ominously, Lumpkin noted that some imports to the U.S. originate in countries 
whose governments “do not wish us well.” He pointed out that products from such sources could pose the “ultimate chal-
lenge,” speculating that they have potential to serve as “offensive weapons,” to be used as vehicles for creating havoc in 
the U.S.
     
    Lumpkin pointed out that FDA was, and remains, a domestically-oriented agency, with statutory responsibility for 
protecting and promoting public health. “FDA does not have a foreign assistance mission as, for example, the Agency 
for International Development,” he said. However, he noted that as a result of several particularly egregious and deadly 
problems in 2007, associated with imported products from China (e.g. melamine) and other countries, Congress autho-
rized $30.9 million for FDA to “stand up” a number of overseas offices, designed to obtain better, more robust informa-
tion to help FDA officials make better “entry decisions” for imported products. And he noted that Section 305 of the 
Food Safety & Modernization Act has mandated the agency to develop a comprehensive plan to help expand the techni-
cal, scientific, regulatory, and food safety capacity of foreign governments. While the intent of this latter authority, as 
well appropriations to establish overseas offices, is predicated on enhancing product safety for American consumers, 
nevertheless, these “have had the effect of  making FDA an ‘international player’ in ways it has never been before,” 
Lumpkin said, noting that the base budget for FDA’s international programs now stands at $35 million.
     
    The enhanced budget for international programs (prior to 2008 international programs received only $4.6 million) has 
enabled the agency to hire 50 new full-time employees, Lumpkin said. These include: four regional/country directors 
for overseas operations; two special representatives; 21 senior technical experts; nine inspectors; and 14 headquarters 
support personnel. Overseas offices have been established in China, India, Latin America, Europe and South Africa; in 
addition, the agency has recently received permission to establish an office in Brazil and, within the next six weeks, an 
office for the Middle East will be staffed in Amman, Jordan.
     
    Among other responsibilities, the work of these foreign offices involves “championing” more than 100 bilateral agree-
ments with countries around the world. These include a number of “confidentiality agreements,” authorizing the sharing 
of commercial/confidential information, as well as investment, compliance, and pre-decisional information with certain 
other national regulatory authorities, Lumpkin said. He emphasized, however, that such agreements do not permit the 
sharing of trade secrets. One particularly interesting initiative consists of a pilot program, undertaken with European and 
Australian authorities, to avoid inspectional redundancies by coordinating visits to API (active pharmaceutical ingredi-
ent) sites in China.


