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INTRODUCTION:

Mr. Chairman, members of the Committee, thank you for this opportunity to testify.  I am Jayson P. Ahern, Assistant Commissioner, Office of Field Operations at the Bureau of Customs and Border Protection (CBP).  Today I would like to discuss with you CBPs ongoing efforts to address the ever-increasing trend of personal and bulk importation of pharmaceutical products and controlled substances into the United States.

Although the main focus of the CBP has shifted to protecting the United States from terrorist attacks, CBP also enforces over 400 requirements for more than 40 other federal agencies at U.S. borders.  These include the laws that prohibit the importation of illegal or unapproved pharmaceuticals that fall under the jurisdiction of the Food and Drug Administration, or FDA as well as those controlled substances that are under the jurisdiction of the Drug Enforcement Administration or DEA.

The issue of U.S. consumers buying prescription drugs from foreign sources has become a significant concern to CBP.  A growing number of Americans obtain their medications from foreign locations, often seeking out suppliers in Mexico and Canada.  However, the safety of drugs purchased from these sources cannot be ensured.  Drugs produced outside the United States may be counterfeit.  Counterfeiting can apply to both brand name and generic products, where the identity of the source is deliberately and fraudulently mislabeled in a way that suggests that it is the authentic approved product.  An individual who receives a counterfeit medication may be at risk for a number of dangerous health consequences since these products may not contain the drug’s active ingredient, may contain an insufficient quantity of the active ingredient or may have been produced with the wrong active ingredient.


CBP is concerned with several ways that pharmaceuticals are imported, including those that are purchased through the Internet and shipped through our international mail or express courier facilities; those carried into the United States by individuals transiting our land borders; and bulk shipments of adulterated or counterfeit pharmaceuticals.  During the course of the past year we have taken several steps to address each of these areas of concern.

Millions of packages come through mail and express courier facilities every year. Thousands of packages, particularly in the mail, are found to contain illegal and unapproved pharmaceuticals.  We also estimate that 10 million people cross the land border annually carrying the same unapproved products.  Additionally, we have found bulk pharmaceutical shipments that were attempted to be imported through the mail, potentially indicating that these products could be making their way to pharmacy shelves.  
Detecting prohibited pharmaceuticals among the tens of millions of parcels passing through our facilities each year presents a massive challenge.  Our limited resources require a risk management approach, with which we utilize advance intelligence, records of past seizures, and other factors to locate packages that present the most significant threat.  

The volume of imported material brought into the United States via the mail is overwhelming.  This international mail poses several unique challenges to CBP since it is not accompanied by any electronic manifest information.  One of the results of not having any electronic means of capturing data related to mail is that we do not have any precise measurement of the number of pieces of mail, much less the content, that enters into the United States each year.  This is one of the reasons that CBP is working closely with the United States Postal Service and with foreign postal administrations to look at ways to capture data electronically that would be useful for enforcement and tracking purposes.  The FDA has estimated that there could well be over 5,000,000 imports per year of pharmaceuticals through the mail.  While CBP does not have any confirmation of this number, it is a significant concern and we are working on a strategy to address pharmaceutical imports into the United States.  

While we do not have statistics on the total number of imports of controlled substances or pharmaceuticals that enter the country each year, the USPS estimates that over 400,000,000 pieces of mail  enter into the United States through the International Mail Branch (IMB) locations each year.  It is significant that during Fiscal Year 2003, CBP made over 24,000 seizures and collected $4,415,086 in duty and user fees at our IMB facilities. During this period there were 12,353 pharmaceutical and controlled substance seizures that were made.  
INTERAGENCY WORKING GROUP

In order to address what is clearly a growing threat to the public’s health, CBP has been working cooperatively with the DEA, the FDA, the U.S. Immigration and Customs Enforcement (ICE), the United States Postal Inspection Service (USPIS), the Office of National Drug Control Policy (ONDCP), and Department of Justice (DOJ) attorneys in a working group directed at addressing issues related to the importation of prescription drugs and miscellaneous pharmaceuticals.  The goals of this interagency working group are to create a strategy for enforcement, interdiction, and disposition of unlawful pharmaceuticals entering into the United States; develop proposals for joint enforcement operations at ports of entry and mutually agreed upon policies relative to unauthorized importations.

To address these very large goals, the working group developed five 

sub-groups to address the importation of pharmaceuticals and controlled drugs.  These sub-groups are 1) targeting and data analysis, 2) public outreach, 3) industry outreach, 4) a group to review and revise procedures used at international mail and express consignment operator facilities and 5) a legal working group.



The work group is working on increasing public awareness of the dangers of foreign-made drugs by pooling agency resources to communicate a unified message.  This is being done through several different means.  Draft messages to the public developed by FDA are currently being reviewed by each organization for possible co-branding (i.e. CBP and DEA would authorize their emblems to be printed on the messages) and dissemination to the public.    The work group is also working with the Office of National Drug Control Policy (ONDCP) to raise the issue of drug importation safety to the highest levels.



Since a large percentage of pharmaceuticals and controlled substances arrive through the international mail or are carried by Express Consignment Operators, a separate work group was created to coordinate each of the regulatory authorities resources in these areas.  The work group was charged with reviewing and revising procedures used at international mail and express consignment operator facilities in addition to assessing resources used at these locations.  

The working group is also designing a valid sampling methodology to determine the number of pharmaceutical shipments being imported through each IMB and has established local pharmaceutical coordinators at each of these locations.  In addition, CBP is working with FDA to develop a Standard Operating Procedure for mail operations.


OPERATION SAFEGUARD 

One of the concrete results of the mail and express work group is the coordination of an enforcement effort that is being conducted at all of the International Mail Branch locations during the course of this year.  The operation’s goals are to identify the type, volume, and quality of pharmaceuticals imported into the United States.
Based on an enforcement effort named “Operation Safeguard” that we have carried out over the last couple of years, we have found the volume of pharmaceuticals shipped through international mail to be enormous.  We have also found that a significant number of these do not contain an active pharmaceutical ingredient, but merely contain substances such as starch or sugar.  Other problems include expired materials, unapproved products, improper usage instructions, and products made in facilities not under proper regulation.  The vast majority of the pharmaceuticals that enter the U.S. via the mail do so in a manner that, according to the FDA, violates present FDA or other requirements.  Additionally, we have found that many parcels contained different types of pharmaceuticals that, if taken simultaneously, could cause dangerous interactions.  Individuals not under the direct supervision of a physician could easily purchase these products.  Thus, we cannot assume that these products would be used properly. 

The CBP Offices of Trade Compliance and Facilitation (OTCF) and Laboratories and Scientific Services (LSS) conducted “Operation Safeguard” blitz operations at several of the International Mail Branches (IMBs).  These three-day blitzes were conducted between September 2000 and November 2003, at IMBs located at Oakland, Ca.; Dulles, Va.; Miami, Fl., New York (JFK); San Francisco, Ca.; and Carson, Ca., Buffalo, N.Y., Seattle, Dallas, Tx. and Chicago.   Beginning in July 2003, the FDA participated in these blitzes with CBP.  An average of 100 parcels per day were sampled at each of the IMBs.  While the countries of shipment and the types of pharmaceutical shipments varied between IMBs, the prevailing conclusion of each blitz operation was that a serious health issue related to the safety of imported pharmaceuticals had been uncovered.   The final assessment concluded that, “Although many drugs obtained from foreign sources claim, and may even appear to be the same as FDA-approved medications, these examination showed that many are of unknown quality/origin or are controlled substances.”  Some highlights from each blitz include:

Dulles & Oakland

· 80% of the sampled packages were considered personal use (generally not more than a 3-month supply) with the remaining 20% being quantities clearly intended for commercial distribution

· Of the 391 different pharmaceuticals sampled, none were manufactured for the U.S. market.  

· Approximately 50% of these were foreign manufactured “gray market” versions of drugs available in the U.S.

· Numerous examples of expired product, unlabeled product packaged in unmarked plastic bags, labeling in foreign languages.

· Products found which can cause serious illness or death because of dangerous drug interactions, allergic reactions, contradictions, or improper dosing

Miami, New York, San Francisco, & Carson

· A total of 1,153 imported shipments that appeared to contain drugs were examined over the course of the four operations
· 88% were violative, the majority because they contained unapproved drugs 
· Most frequent drugs examined: Lipitor, Viagra, Synthroid, and Propecia
· Drugs arrived from different countries
1. Canada – 15.8%
2. India – 14.3%
3. Thailand – 13.8% 
4. Philippines – 8%
5. The remaining 48.1% were from various countries 
Buffalo, Dallas, & Seattle

· A total of 1,713 imported drug shipments were examined over the course of the three operations

· The overwhelming majority were violative because they contained unapproved drugs (Per FDA)

· Found drugs that were subject to recall in Canada that were also the subject of an FDA consumer alert (Serevent “Diskus” and Flovent “Diskus”)

· 80.9% of the drugs shipped from Canada; 16.8% from Mexico, with the balance from the United Kingdom, Thailand, Taiwan, Japan and the Netherlands

· Most frequent drugs found were Lipitor, Premarin, Fosomax, Synthroid, and Zocor 

· Approximately 8% of the shipments were subjected to laboratory analysis

· Lab findings – 5 shipments were controlled substances and the remainder were gray market versions of U.S. pharmaceuticals or drugs that were never approved by the FDA

Throughout the upcoming 12 months, a series of three-day blitz operations will be conducted at the International Mail Branches (IMBs). The focus of these blitzes will be to evaluate the type, volume and quality of pharmaceutical products being shipped in the International mail packages.

The first of these blitzes was conducted at the Buffalo IMB during the period May 18-20, 2004.  During this period: 

· 128 packages containing pharmaceutical, medical, or vitamin products were documented.  

· The majority of these products were either person-to-person shipments of vitamins, herbal products and/or cosmetics; business to person sales of supplements and cosmetics and supplements and herbal products being returned from Canada to the U.S. manufacturer for a refund.

· Seven of these packages were detained by CBP and sent to the LSS laboratory in Chicago for testing. Lab result expected in approximately 2 weeks

· Fifty eight packages were referred to FDA for a compliance determination.
· Two products detained appeared to contain a controlled substance.
Operation Safeguard, JFK, NY IMB, June 29 – July 1, 2004

Forensic Scientists from Laboratories and Scientific Services (LSS) deployed to Jamaica, NY the week of June 28, 2004 to conduct Operation Safeguard at the JFK Airport International Mail Facility.  Also participating in the operation were special agents from ICE Headquarters and the local SAIC office; investigators from the local DEA offices and investigators from the FDA.

International mail arriving at the JFK facility from various countries was examined for pharmaceutical products.  The concentration of the examinations focused on the countries of Mexico, Netherlands, India and Spain.   LSS documented three hundred (300) packages that contained a pharmaceutical product.  Additional packages were examined that did not contain pharmaceuticals or other items of interest.  Of the 300 packages, 27 were taken to the LSS laboratory in Newark for detailed chemical analysis.  

With regard to specific trends or issues, this operation uncovered a substantial volume of controlled substances.  Of the packages,  46% are suspected to contain controlled substances.  These products were seized by CBP officers. 




OPERATION SAFTEY CAP

The working group has conducted regular meetings since January, 2004, and has achieved several key accomplishments since its inception, including conducting a joint interagency enforcement operation, known as “Operation Safety Cap”, which was designed to look at passenger importations of pharmaceuticals from Mexico.

Operation Safety Cap was an agency-wide plan to enforce laws related to the importation of prescription drugs at the border.  Both FDA and ICE participated in the enforcement operation.  The plan consisted of a public outreach period advising individuals entering the United States of existing pharmaceutical importation restrictions at the ports of Andrade, Yuma, Tecate, San Luis and Calexico followed by an enforcement effort at each of the port locations.  The purpose of Operation Safety Cap was to evaluate compliance with laws related to the importation of prescription drugs by individuals entering the United States at five land border locations.



Operation Safety Cap was conducted February 12, 2004 through February 27, 2004.  The operation was divided into two phases, a public outreach campaign (February 12th through February 22nd) and an enforcement action (February 23rd through February 27th).  The public outreach campaign was designed to inform the public, through flyers and posters, of the dangers of consuming pharmaceuticals produced outside our borders.  The flyers that were handed out were designed by both CBP and FDA.
During the enforcement effort, each location was instructed to randomly sample 100 individuals entering the United States utilizing the Customs Automated Operational System (CAOS).  Undeclared pharmaceuticals were to be seized and declared pharmaceuticals exceeding personal use exemption quantities were to be detained.  Subsequently, entire seizures/detentions were to be sent to the CBP lab for testing.  Medication not found to be in violation of CBP law by our lab was forwarded to FDA for a final disposition determination.

During the course of the operation there were several troubling instances of returning U.S. residents receiving different medications than the ones that they thought that they were being prescribed.  In one instance a prescription that was labeled as penicillin was found to be amoxicillin.  This difference could potentially prove to be dangerous to someone who had an allergic reaction to different types of antibiotics.  In another instance there was no active ingredient in the unmarked, undeclared bottle that was brought into the U.S.  The seizure/detention rate was significant enough to warrant additional enforcement efforts at land border ports of entry. 
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CONCLUSION

It is clear that the importation of pharmaceuticals and controlled substances remains an overwhelming problem for CBP. We are working with the FDA, DEA, ICE and other regulatory agencies to develop a more practical and workable approach to solve this problem.  


From an overall perspective, a spiraling volume of goods at our borders has put immense pressure on our ability to enforce the nation’s laws while facilitating international trade and protecting the borders against the threat of terrorism.  Although we have taken some positive steps, successfully identifying and handling imported pharmaceuticals presents a daunting task for CBP.

I want to thank you and the members of the committee for considering Customs and Border Protection in your review of the importation of pharmaceuticals and controlled substances.  This is an issue that speaks directly to our mission.  We will continue to make every effort possible to work with the Congress and our fellow inspection agencies to address the health and safety concerns of the American people.

Thank you for the opportunity to testify.  I look forward to responding to any questions you may have. 
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