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Abstract
Counterfeit drug cases have increased over the past five years.  More people have been taking counterfeit drugs, and surprisingly, there have been relatively few lawsuits because of this there still exists a question of who will be liable.  Counterfeit drugs usually enter the market through diversion.  Once the drugs have entered the market, they are still difficult to detect because they appear like the real drug, and they are often destroyed through ingestion.  Also, if a patient does not recover that does not mean the drugs were counterfeit.  This makes it difficult to prove liability because there needs to be causation.  Proving that a counterfeit drug actually caused the injury can be very difficult. After causation is shown there is the question of who to sue.  Often the wholesaler is the most vulnerable.  The Fagan case illustrates the potential liability wholesalers and others in the pharmaceutical industry face.  As a result of that litigation it has raised the awareness of wholesalers and others about the potential liability of buying drugs in the secondary market.  
POTENTIAL LIABILITY FOR COUNTERFEIT MEDICATIONS
By Donald E. deKieffer


In the past five years, there have been over 140 cases where counterfeit drugs have been found on legitimate pharmacy shelves.
 Thousands of patients have taken these bogus medications.


On its face, tortuous conduct has occurred.  Perhaps surprisingly there have been relatively few lawsuits as a result of these incidents.  Those which have been filed were almost always settled, so there is a paucity of case law from which to draw specific precedent for liability.  Nevertheless, it is clear that numerous players in the pharmaceutical distribution industry face significant dangers should they permit fake drugs to be placed in the hands of consumers.

 Counterfeit drugs in the legitimate supply chain 


Fake and misbranded drugs almost always enter the legitimate distribution chain through diversion. Authentic drugs enter the labrynthic wholesale network, and are often sold six or more times before they are dispensed to the ultimate consumer.
  Due to weaknesses in regulatory enforcement system, fake and misbranded drugs are often inserted into the supply chain at some stage in this process, usually unbeknownst to the dispensing pharmacy.

Difficulties in detecting counterfeit drugs


Detecting counterfeit drugs in the market is a daunting task.  Unlike other types of consumer goods that are frequently counterfeited such as handbags, watches, computer software, DVDs, and sunglasses,
 consumers generally have no hint that the pharmaceuticals they get at well-known drug stores are not the real thing. Indeed, the pharmacies themselves are rarely aware that they are selling something other than genuine product.
   


By definition, patients who receive prescription medications have some malady the drugs are designed to ameliorate. Sometimes this therapy works; in other cases it does not.  This is true even when the drugs are perfectly legitimate and dispensed as prescribed.  It is therefore extremely difficult for a patient or her physician to detect the presence of counterfeits.  Merely because a tablet does not work as intended does not necessarily warn the prescribing doctor that the drug itself was defective.  Further, many counterfeits do contain some active ingredients of the genuine product, which makes detection even more difficult.


Unlike many other consumer goods, counterfeit drugs are almost always destroyed by ingestion or injection.  The evidence of wrongdoing is eradicated by the victim.  This borders on the “perfect crime” where proof of wrongdoing is usually absent.  Even a placebo masquerading as a life-saving medication is difficult to detect.  If the patient dies, the autopsy will generally show that the deceased expired from the underlying ailment – not bogus drugs. 


Also unlike more benign consumer goods, legitimate pharmaceuticals rarely have “identifiers” on their packaging that would distinguish them from copies. Even such prosaic goods as Levis ® jeans have numerous overt and covert markets which enable both consumers and forensic investigators to determine the provenance and legitimacy of the product.
  Most prescription medications have none.  Worse yet, prescription drugs are among the only branded products sold in the U.S. which is not sold to consumers in the manufacturer’s packaging. Almost all Rx drugs are sold by pharmacies that repackage the goods on the spot, delivering them to customers in generic bottles.  


Advanced packaging technologies that have been successfully deployed for decades in similar industries simply are not utilized by U.S. manufacturers.
 This lapse can be traced to tradition, 
state regulation,
 federal laws,
 and cost.
 
Establishing liability where counterfeit drugs are present


Even where counterfeit drugs are detected, establishing liability is fraught with difficulties.  


First Plaintiffs generally need to prove the following to even contemplate a lawsuit:

a) The drugs were counterfeit;

b) The counterfeit drugs were the proximate cause of injury to the plaintiff

Proving that the pharmaceuticals were counterfeit often involves indirect evidence, such as the fact that lot numbers of drugs dispensed to the patient matched those of known counterfeits.
 The problem here is that counterfeiters often copy a legitimate lot code for their goods, so the mere identity of lot numbers may only indicate that the patient might have taken fake medication.  Sometimes, however, there will be a few remaining tablets in a bottle, which can be tested for authenticity. This, of course, is the very best sort of evidence, but plaintiff may still have to prove that he ingested some of the fakes from that bottle.  


Proving proximate cause is also problematic.  As noted above, individuals vary in their reactions to legitimate pharmaceuticals. Demonstrating that the fake drugs caused a particular reaction is certain to illicit differing medical opinions. Of course, some cases are much clearer than others.  In the Courtney case
 a pharmacist diluted injectible oncology medications to the point where their efficacy was moot.  The court had little difficulty in linking the deaths of several cancer patients to the dearth of effective medication. This case, however, was unusual in that it involved both hard evidence (i.e. numerous vials of diluted medicine) and undisputed clinical testimony by attending physicians in a hospital setting.  Most cases are more anecdotal and less compelling.


Second: Even after showing that the drugs were fake and that they caused demonstrable harm, a plaintiff still must identify a defendant.  This is not as simple as in many personal injury cases.  

a) As noted supra, the dispensing pharmacist is rarely aware that he is selling counterfeit medications, and rightly argues that he is a victim as well.  After all, he purchased goods believing that they were genuine, and had no reason to doubt that this was true.  In most cases (especially when the drugs were dispensed by a national chain pharmacy), the drug store acquired the goods from one of the three multibillion-dollar wholesalers that ordinarily procure their inventory directly from the manufacturer. The pharmacist appears to be wholly innocent of intentional (or even negligent) wrongdoing.  

b) The manufacturer of the legitimate product also has a sturdy defense. The goods in question were not manufactured by it.  No law or precedent requires a manufacturer to warrant goods that were made without its knowledge or consent, even if bearing its name.
  

c) The actual counterfeiters of the drugs are often unknown.  When they are identified, criminal charges are ordinarily leveled which make civil cases difficult as a practical matter.  Sometimes, the criminal penalties wipe out any chance of monetary recovery in a civil action, and in other cases, the villains are impecunious in any event.  Long prison sentences are also not unusual in drug counterfeiting cases, making recovery of damages improbable.

d) In most cases, the most vulnerable potential defendant is the drug wholesaler.  As noted supra, the “big three” wholesalers (AmerisourceBergen, McKesson and Cardinal)
 traditionally purchased almost all of their inventories directly from manufacturers.  A clear majority of counterfeit drugs which have found their way into honest pharmacies have done so because of lapses in the purchasing regimes of the major wholesalers.
  

Wholesaler liability


The major drug wholesalers operate on very thin profit margins, rarely exceeding 5%.
 Their markup on drugs is so thin because competition is intense among them.  In the past, all three have purchased some product from the so-called “diversion market” when prices for product have been sufficiently below those of the manufacturers to warrant taking chances.  The diversion market exists because manufacturers often sell the same product to different markets at varying wholesale prices.  This is caused by many factors, including price controls imposed by foreign governments,
 quantity discounts to large customers, sales to “own use” or “closed door” pharmacies who are not supposed to dispense to anyone other than patients
, and numerous other “discount qualified” buyers.
 When there are numerous price points for the same SKU, 
arbitrage is all but inevitable. 


Other significant sources of goods for the arbitrage market involve outright theft or fraud.  In the Carlow case
, many of the drugs sold through his diversion ring were simply stolen from competitors’ warehouses.  More sophisticated schemes involve foreign sales (or donations) of drugs for philanthropic purposes.  Millions of dollars of AIDS medications, for example, which were intended for Africans suffering from this disease have been routinely reshipped back to the U.S. and Europe, making huge profits for the arbitrageurs.

A vast majority of goods sold via arbitrage are perfectly efficacious and untampered.  Since these sales are unauthorized by the manufacturer, however, the arbitrage or “diversion market” operates in the shadows, and is not subject to the same scrutiny as routine “top of the table” transactions. It is in this milieu that the counterfeiters traditionally insert bogus product into the supply chain.
 


Purchasing even a small amount of drugs in the diversion market can enable a wholesaler to reduce its resale prices to customers, increase its own profit margin or both. The risk of introducing counterfeits via diversion purchases is slim; the savings significant.  Despite the relatively low chances of skullduggery, when this does occur, the results can be fatal.   


Until 2003, the three big wholesalers were content to accept the risks inherent in the diversion market.  Few cases of counterfeiting were evident, and lawsuits were rare. The Fagan case, however, changed the commercial environment.
 Tim Fagan was an almost perfect plaintiff.  As a 16 year old liver transplant patient, his recovery regime required frequent injections of the red-blood cell building drug, Epogen, manufactured by Amgen, Inc.  Fagan’s parents purchased the drug at CVS pharmacy, and injected it according to the prescribed procedures. Not only did Tim not respond as predicted, the injections caused serious discomfort. During the course of his treatment, the FDA discovered that some Epogen had been handled by counterfeiters who attached fake labels on genuine product indicating a much higher dosage than was actually in the legitimate vials.  Mr. Fagan, relying on the labels, had been injecting Epogen dosages far lower than prescribed, and was in danger of relapse due to these misrepresentations. 


During the course of several criminal investigations,
 it was discovered that the villains had illegally acquired genuine Epogen and swapped the labels. They had also handled almost a dozen other drugs, some of which had been stolen, and others illegally imported.
 To cash in on their ill-gotten loot, the conspirators had sold the goods through an elaborate chain of wholesalers in the diversion market. The drugs were ultimately sold to some of the “big three” wholesalers, and thence to major drug stores.


Unsurprisingly, Fagan sued.  His choice of targets, however, was somewhat unusual.  Although the actual counterfeiters were known, they were not named as defendants.  Instead, Fagan sued the retailer, wholesaler and manufacturer of the Epogen.
 The legal theory was innovative and elegant:

· Fagan himself was a totally innocent victim; there was no question of contributory negligence;

· Fagan had no way of knowing about the dangers inherent in the mislabeled Epogen and was not “willfully blind” to any hazard;

·  The named defendants had a duty to protect Mr. Fagan from tainted products;

· Although the defendants were not involved in the actual mislabeling of the goods, they were involved with its distribution;

· All of the defendants knew, or should have known that counterfeit products most often entered the distribution system via the diversion market;

· But for their negligence in permitting bogus goods to enter the supply chain, Mr. Fagan would not have been injured.

The tort theory advanced in Fagan had not been successfully used in the precise context of drug distribution in the past
 but was well grounded in precedent.

Applicable legal principles 


Courts generally apply some form of risk-utility weighing as a means of determining whether conduct was negligent. This can be rather “free form” analysis, or a more rigorous approach.  The latter was used by Judge Learned Hand in United States v. Carroll Towing.
 This was an admiralty case.  A barge in a busy harbor broke loose and caused damage. Harm could have been avoided if a caretaker had been on board at all times, but he was not.  The question was whether it was negligent not to have a 24-hour bargee.   The “Carroll Towing” rule posits that it is:

“[T]he owners duty … to provide against resulting injuries is a function of three variables: (1) The probability that [the barge] will break away; (2) the gravity of the resulting injury if she does; (3) the burden of adequate precautions.”


Hand identified the burden of precaution as B, damages as L and probability as P and stated the formula:

[L]iability depends upon whether B is less than L multiplied by P.  i.e. whether B<PL (where the elements are stated in dollar terms).  

Others have stated the same premises in different ways, but with essentially the same formulation.  For example, Dobbs
 restates the analysis as: 

1. Magnitude of Risk (i.e. likelihood of occurrence)

2. Gravity of Risk (Amount of harm which might be done)

3. Utility of defendant’s conduct and the cost of making the situation safer (Usefulness of conduct/burden on the defendant). 

In the context of drugs, the likelihood of counterfeits being commingled with

Legitimate products during diversion transactions is very small, but the risk of injury should bogus medicine enter the supply chain and the gravity of injury should that occur is enormous. The burden on the potential defendants (i.e. companies handling the drugs in the supply chain), is almost visceral:  how much damage is “acceptable” to a jury?  How much should defendants have to spend to protect the public?  

Impact of the Fagan case


As a matter of law, Fagan presented no precedent-setting hurdles.  The case could have been tried before a strict-constructionist judge without many problems for the plaintiff.  Fagan, however, demanded a jury trial.  This was more than a gambit.  Faced with a fact situation of Ophra-like sympathetic proportions and no insurmountable legal bars to recovery, a Fagan jury might have returned a verdict that would have had colossal impact on the industry.     


The most lasting impact of the Fagan case is on the issue of foreseeability.  The large wholesalers were put on marquee notice that dealing in the diversion market entails a very public risk.  It has become well known that counterfeits “piggyback” on legitimate drugs in diversion sales.  The “majors” could no longer be “Shocked, shocked” that this was the case.  


Fagan also emboldened manufacturers and chain drugstores to insist on more rigorous purchasing practices by the major wholesalers.  For years, manufacturers had complained that arbitrageurs compromised the distribution of their drugs, but these complaints were routinely dismissed as mere whining about lost profits, and largely ignored by the majors.  In any event, most manufacturers were in no position to cut off their largest customers because of a few lost sales.  Drug chains’ complaints about mislabeled product had also been given short shrift by the wholesalers since liability was assumed to rest wholly with the latter.  By targeting all parties in the distribution chain, however, Fagan brought the issue of responsibility much closer to home for both the producers and retailers.  


By 2005, several large chain drug stores such as CVS and all three major wholesalers announced that: they would no longer do business in the diversion or secondary market.
 


Another fallout of Fagan has been the willingness of pharmaceutical manufacturers to seriously consider employment of more secure marking and packaging for their products.  Several companies have adopted technology that can assist in both authentication of the goods and in tracking the sources of the goods through the supply chain.


Following the Fagan case, the inevitable flood of class action lawsuits were filed against the same defendants, using similar legal theories.
 How these cases will be resolved is yet to be known, but the issue of whether danger lurks in the diversion market for pharmaceuticals has been firmly answered. 

State of current law


Parallel to the Fagan civil action have been more than 40 federal indictments of individuals and companies involved in gray market pharmaceutical distribution.
 Several states, particularly Nevada and Florida where drug diverters flourished, have clamped down on rogue wholesalers, almost eradicating them in the case of the former.
 


After almost nine years of indecision, the FDA has renewed its push for nationwide pedigree requirements for drugs
 and announced that it will clamp down on purveyors of diverted drugs and more strictly enforce provisions of the Prescription Drug Marketing Act (PDMA).
 


Congress is also getting into the act.  Rep. Steve Israel (D-NY-2) has introduced legislation, “Tim Fagan’s Law”,
 which would specifically address many of the issues present in his case.


Although the Fagan case was settled on undisclosed terms, it is certain that this and similar lawsuits have cost the pharmaceutical industry millions of dollars. Even without a substantial body of published legal precedent, the new “facts on the ground” regarding the foreseeable risks of dealing in the diversion market make similar events increasingly problematic for defendants. 


Although the diversion industry has been dealt heavy blows, it continues to thrive on a more limited scale than before.  Independent pharmacies, lacking the clout of their chain-store competitors, still provide a steady market for under-priced, diverted drugs.  They often rely upon smaller wholesalers for product, and are in no financial position to insist upon “manufacturer-only” clauses in their contracts.  It is there that the next test case is likely to arise. Such a case could have profound implications for the entire drug distribution industry in the U.S.  Already, hundreds of wholesalers have gone out of business because of the multi-faceted crackdown on diverters. Will Mom and Pop drug stores be next?              
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