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HDMA Recommendations For Enhancing the Domestic Prescription Drug Supply Chain

Summary:  HDMA believes that any domestic anti-counterfeiting strategy must be multi-pronged to be effective.  There is no one solution that will serve as the “magic bullet.”  Therefore, the individual elements of the strategy that we are proposing should be viewed as a package.  They are:

· Revising/Tightening the Current Definition of an “Authorized Distributor of Record (ADR)”

· Interim Pedigree for “High Risk” Drugs not Sourced from Manufacturer
· Strengthening Pharmaceutical Distributor Licensure Requirements
· Encouraging Electronic Track and Trace Technology
· Increasing Penalties for Trafficking in Counterfeit Drugs

· Strengthening Oversight and Enforcement of Licensure Laws and Regulations 

The strategy we are recommending is tough, realistic and perhaps most importantly, workable.  We tighten the “ADR” definition to help weed out bad players.  We recommend the creation of an additional pedigree program for drugs most susceptible to counterfeiting so that resources can be concentrated on those products most likely to be of interest/profitability to the criminal element.  We impose stricter licensure standards on all distributors with an emphasis on pre-licensure due diligence,  encourage migration toward state-of-the-art electronic track and trace technology, support increasing penalties for those who knowingly counterfeit drugs or do commerce in them and advocate for more oversight and enforcement. Taken in totality, these changes will significantly enhance the security of the domestic pharmaceutical supply chain.

****    ****    ****

Revising/tightening the Current Definition of an “Authorized Distributor of Record (ADR)” 

The “ADR” framework was established in the Prescription Drug Marketing Act of 1987 and is still widely accepted.  The National Association of Boards of Pharmacy continues to endorse this approach, as evidenced by inclusion of ADR provisions in their recently proposed Model Rules for Licensure of Wholesale Distributors.  Furthermore, all fifty state licensing authorities, Puerto Rico and the District of Columbia have also adopted the 

ADR framework.  However, there is a consensus that the ADR definition should be enhanced from the 1988 FDA PDMA guidance letter to incorporate elements of the agency’s 1999 regulation and objective criteria that can be met based on transactions with the pharmaceutical manufacturer.  Therefore, HDMA is recommending that it be revised to clarify and tighten the ADR definition (or whatever similar nomenclature you would use).

With a revised/tightened definition of “ADR”, pedigree requirements as currently in place would remain.  That is, an Identifying Statement as currently defined under appropriate FDA guidances (e.g., FDA Letter to Industry and Other Interested Persons, Aug.1, 1988) that must be passed by “unauthorized” distributors.  

HDMA would recommend that ADR be defined in the following way:

“Authorized Distributor of Record” means a drug distributor with whom a manufacturer has established an ongoing relationship to distribute the manufacturer’s product.  An ongoing relationship is deemed to exist when a drug distributor, including any affiliated group, as defined in Section 1504 of the Internal Revenue Code, of which the distributor is a member:

a) Is listed on the manufacturer’s list and the list is updated monthly, or 

b) Has a written agreement currently in effect with the manufacturer, or

c) Has a verifiable account with the manufacturer and minimal transaction or 
volume requirement thresholds as follows: 5,000 sales units per company 
within twelve (12) months or twelve (12) purchases (invoices) from the 
manufacturer within twelve (12) months.
“Distribution or wholesale distribution” means the distribution of prescription drugs to persons other than a consumer or patient, but does not include:

a) Intracompany sales;

b) The purchase or other acquisition by a hospital or other health care entity that is a member of a group purchasing organization of a drug for its own use from the group purchasing organization or from other hospitals or health care entities that are members of such organizations;

c) The sale, purchase, or trade of a drug or an offer to sell, purchase, or trade a drug by a charitable organization to a nonprofit affiliate of the organization to the extent otherwise permitted by law;

d) The sale, purchase, or trade of a drug or an offer to sell, purchase, or trade a drug among hospitals or other health care entities that are under common control;

e) The sale, purchase, or trade of a drug or an offer to sell, purchase, or trade a drug for emergency medical reasons;

f) The sale, purchase, or trade of a drug, an offer to sell, purchase, or trade a drug, or the dispensing of a drug under a prescription executed in accordance with section __ of this chapter;

g) The distribution of drug samples by manufacturers’ and authorized distributors’ representatives;

h) The sale, purchase, or trade of blood or blood components intended for transfusion;

i) Drug returns, when conducted by a hospital, health care entity, or charitable institution in accordance with section ______ of this chapter or the Boards’/Departments’ regulations; or 

j) The sale of minimal quantities of drugs by retail pharmacies to licensed practitioners for office use.

“Distributor or wholesale distributor”  means any person engaged in the distribution of prescription drugs, including, but not limited to, manufacturers; repackers; own-label distributors; private-label distributors; jobbers; brokers; warehouses, including manufacturers’ and distributors’ warehouses, chain drug warehouses, and drug warehouses; and retail pharmacies that conduct drug distributions as defined in this section.

 “Person” includes any individual, partnership, corporation, or association.

“Sales Unit” means the unit of measure the manufacturer uses to invoice its customer for the particular product.

“Verifiable Account” means 1) an account which the manufacturer confirms, in written or oral form, is assigned to the distributor or 2) copies of the manufacturer’s invoices containing a printed account number and the name and address of the distributor.
Interim Pedigree for “High Risk” Drugs not Sourced from Manufacturer

The vast majority of drugs are not likely to be counterfeited.  However, for those that are susceptible to counterfeiting, we would recommend that a national list of “high risk” drugs be compiled.  The list would be established by FDA with an advisory group made up of supply chain and government representatives. The list would supercede any lists established by any state. HDMA also recommends developing a process and criteria for determining when a drug is no longer at “high risk” of being counterfeited and removing it from the list.  The final determination of whether the drug should be placed on or removed from the list should be subject to a review by an FDA Advisory Committee that includes drug wholesale distributors.
High risk drugs purchased directly from the manufacturer would not require a pedigree; high risk drugs not purchased directly from the manufacturer would require a full pedigree, tracing back to the manufacturer by all wholesalers.  This is more stringent than current requirements.
FDA, in its February 2004 Combating Counterfeit Drugs: A Report of the Food and Drug Administration, discussed the “high risk” concept and stated that, “FDA has concluded that there would be great value in the creation of a national list of drugs most likely to be counterfeited based on factors that are likely to contribute to counterfeiting risk…The best result would be achieved if all stakeholders, including FDA, and other interested parties participate in developing a list, or criteria for determining, drugs most likely to be counterfeited” (page 8).

Strengthening Pharmaceutical Distributor Licensure Requirements

It is imperative that prior to issuance of a pharmaceutical distributor license that applicants be more closely scrutinized to eliminate unqualified entities from being able to obtain a license in the first place.  Under PDMA, FDA (through the Secretary) is directed to issue guidelines to establish “minimum standards, terms and conditions for the licensing of persons to make wholesale distributions in interstate commerce…”  HDMA is recommending that FDA again use the authority already granted them and issue additional minimum standards that would strengthen the entire system and minimize any weak links. This approach does not infringe upon the state’s ability to establish more stringent requirements, but does ensure that minimum uniform standards are in place in reaction to the changes that have taken place since PDMA was enacted in 1988.  

HDMA recommends that the national minimum standards provide that:

· All license applicants be required to submit uniform, consistent, and comprehensive business and product information (such as is included in the HDMA Guidelines);  

· A surety bond, or evidence of other equivalent means, is required to ensure financial solvency.  A separate surety bond or other equivalent means of  security is not required for each company’s separate locations or for affiliated groups;
· The licensing authorities be required to have a qualified inspector conduct a physical inspection prior to issuance of license with regular periodic inspections of all licensees conducted thereafter;

· A standard format for inspections be established;

· Criminal and financial background checks be conducted by state licensing  authorities on applicants prior to issuing a license;

· States publish the dates of the first and most recent inspections; and

· States notify appropriate parties upon license suspension, revocation, expiration or other relevant action. 

Encouraging Electronic Track and Trace Technology

Counterfeiters have taken advantage of the advancement of technology and their techniques have become very sophisticated.  We must follow suit and use technology to fight technology.  Therefore, anti-counterfeiting efforts should promote the development of technological solutions such as electronic track and trace.  “Adoption of electronic track and trace technology would help stakeholders meet and surpass the goals of PDMA.” (Combating Counterfeiting Drugs: A Report of the Food and Drug Administration, 2/18/04, page 16, emphasis added). 

Anticipating migration to electronic track and trace technology, anti-counterfeit provisions crafted today should allow for records and other required information to be retained in either paper or electronic format.    

Increasing Penalties for Trafficking in Counterfeit Drugs

Consistent with the need for stronger licensure requirements is the urgent need for stronger and more consistent penalties for those who counterfeit drugs or are knowingly involved with the distribution of counterfeit drugs.  As noted by FDA, "penalties for counterfeiting drugs are substantially less than for other types of counterfeiting."  For example, counterfeiting a coupon that can be redeemed for a free or reduced cost prescription drug is punishable by up to ten years in prison, while counterfeiting a drug itself or its labeling is punishable by a maximum of only three years in prison.  Similarly, an individual who knowingly buys or sells a prescription drug sample can be punished by up to ten years in prison, while an individual who is knowingly involved with the distribution of a counterfeit prescription drug is punished by a maximum of only three years in prison.  Civil and criminal penalties must be increased for those who counterfeit drugs, forge source documentation, and/or knowingly engage in the distribution of counterfeit drugs.

HDMA supports and echoes the FDA’s request to the United States Sentencing Commission that current sentencing guidelines be amended to “increase substantially the criminal penalties for manufacturing and distributing counterfeit drugs and to provide for enhanced penalties based on the level of risk to the public health involved in the offense.” 

Strengthening Oversight and Enforcement of Licensure Laws and Regulations

All of the above are important elements in an anti-counterfeiting strategy, but they are hollow if there is not adequate funding to insure that all regulations and laws are complied with and enforced in a consistent manner.  It is incumbent that proper levels of funding be authorized so that the appropriate authorities, including FDA, DEA and the Department of Justice, have the capability to do the necessary inspections, initiate investigations and enforce the law vigorously.  
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HDMA distributor members are responsible for ensuring that billions of units of medication safely make their way to tens of thousands of retail pharmacies, hospitals, nursing homes, clinics and other provider sites across the U.S.  If you have any questions about this issue, please contact Robert Falb, HDMA’s Director of Congressional Affairs at rfalb@hdmanet.org or 703-885-0235.


