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Medical concern about drug importation focuses on the risk to patients of importing substandard drug products. A substandard drug product is one that does not meet the specifications claimed for it.  This can be unintentional or intentional.   An unintentional substandard product is one due to incompetence or human error.  An intentional one, a counterfeit product, is due to criminal activity.


Let me address the issue of counterfeit first.  This is an activity involving production and distribution by people who know what they are doing.  While this is part of the illegal drug trade, the lesser intensity of 

enforcement and the smaller degree of punishment for being caught make this a less dangerous part of the illegal drug trade for the criminal than selling opiates or other hard drugs.  The medical consequences of counterfeit drugs can be illustrated by many published examples of counterfeit antibiotics being marketed with no antibiotic content in the tablet. These are described in my paper in your briefing material. Given the potentially fatal consequences for the sick people who take these and other counterfeit drugs, the criminals who make and distribute counterfeit drugs without lifesaving  medication in them should be considered as if they have attempted murder or even committed murder, and enforcement and punishment should be appropriate for the enormity of their crimes.  

In considering counterfeit drugs, we usually ignore the second victim of these crimes, the legitimate manufacturers whose products are counterfeited.  Manufacturers keep secret the information they have about their products’ being counterfeited because they fear, rightly, that public information that a particular product is counterfeited will lead to loss of sales of their product and purchase of a competitor’s product.  Hence public ignorance about a counterfeit product is beneficial to the legitimate manufacturer. Informing the public about a counterfeit to protect patients hurts the manufacturer that does this civic duty.  This problem of the other victim, the legitimate manufacturer, must be addressed because secrecy protects the criminals.


The more general problem of substandard drug products both intentional and unintentional is a world wide problem that has been considered at length by the World Health Organization. My experience with the W.H.O. has been as a member of the W.H.O. Expert Panel on Drug Evaluation since 1989.  I have served on 6 Expert Committees and as a Temporary Advisor to several WHO programs concerned with medications.  The WHO has various activities designed to inform the purchaser of the sources and regulatory procedures of specific drug products to help the purchaser assess the quality of the product. Published information about these WHO programs is on the following web site:

http://www.who.int/medicines/organization/qsm/activities/drugregul/certification/certifscheme.html
The procedure described leads to a Certificate of Pharmaceutical Product. One must note that these certificates are only as good as the national authority under which they are issued and the quality of the product must be evaluated from this point of view.


The medical issues around reimportation relate to the quality of the products.   Products made by companies for the U.S. market and also shipped to countries with legal and regulatory environments equivalent to ours and then reimported into the United States meet the U.S. standards of satisfactory quality.


Finally, the problems that concern doctors the most are that the product does not contain the labeled amount of the drug or the product is not bioequivalent or the product differs in some other way from the FDA approved product, such as with different excipients or contaminants, so that unexpected bad effects occur. Drug content can be checked by laboratory analysis.  An example of an organization doing this is the Centrale Médico Humanitaire Pharmaceutique set up within Pharmaciens Sans Frontiéres.  This organization, which arranges for drug supplies for humanitarian organizations, has its own testing laboratory to analyze drug products from potential sources to assure its recipients of products with the labeled drug content. One can generalize from this that drug product testing laboratories can be established (or expanded) to test samples from a batch of product to see that it meets all the U.S.P. or European Pharmacopoeia specifications for the product.  Organizations like state Medicaid or employee programs, purchasing cooperatives, chain drug stores, or other groups wanting to purchase medication from sources not under FDA regulation have the responsibility to determine that the product is as labeled.  They also have the resources to arrange for laboratory testing of the products.


The potential problems of bioavailability and of different excipients or contaminants can only be addressed by being sure that the products were made by manufacturers in countries with strong regulatory authorities that are part of honest governments that do not tolerate corrupt officials. Drug products must be made by manufacturers in countries with laws, policies, and implementation equivalent to those of the United States for one to be sure the products will be equivalent to those in the United States.


I would be happy to expand on any of these points in the discussion:

1. That counterfeit drugs can cause serious illness and even death. The manufacturers and distributors of counterfeit drugs should be considered as the major criminals that they are and they should be caught, prosecuted, and punished as such.

2. That both patients and conscientious manufacturers are victims of counterfeiting and that the present environment of secrecy, while understandable, helps to protect the criminals.

3. That the World Health Organization has considered the subject of substandard drug products extensively and has model policies and procedures to deal with this problem.  In addition, substantial experience exists among its staff which may be learned through informal means. 

4. And finally, organizations able to import drug products have the responsibility to know that the product is of satisfactory quality including the responsibility of laboratory testing of each batch when appropriate.
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