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Open letter from the EAEPC on medicines stolen in Italy
In recent weeks, counterfeit drugs have once again become an issue of concern after it was discovered that tampered Herceptin medicinal products had entered the legal supply chain through stolen batches coming from Italy. It comes as no surprise to us that some in the industry are now attempting to use this case to damage the reputation of parallel distribution, blaming them for the incident. We regret this. Trying to perpetuate the myth of a link between counterfeit medicines and legitimate and highly regulated European parallel distribution will take us nowhere. Our industry knows this, and it is in cooperation with the other European associations representing the wider pharma sector, i.e EFPIA, PGEU and GIRP that the EAEPC establishes a pan-European medicines verification system in order to improve patient safety and implement the Falsified Medicines Directive (FMD).

Counterfeiting medicines is illegal and is a serious problem for public health. Rightly, the FMD has taken aim at that threat. From a parallel distribution point of view, systems are in place to detect counterfeited goods. It is notably thanks to a parallel distributor in Germany who first raised suspicion and reported to the authorities that the Herceptin issue was discovered. As such, our sector plays an important role as watchdogs. Our members’ personnel are trained to recognise suspicious offers and can initiate additional checks, notifying the relevant authorities if the origin of any goods is in question. 

Since 2005, EAEPC members must adhere to EAEPC Good Parallel Distribution (GDP) Practice Guidelines. We have also rolled out a GDP audit plan for all member companies, which should be completed by early 2015, whereupon the cycle will begin again. In parallel, the EAEPC maintains an anti-counterfeit intelligence platform aimed at early warnings by the exchange of information between members about suspicious offers circulating in the marketplace. The EAEPC is now extending the scope of this warning platform to include stolen products. 

The only reason parallel distribution became implicated in this case is because stolen goods presented as original had re-entered the legal supply chain in a clandestine way, on the basis of faked invoices and other documentation, and by non-authorized wholesalers who misled authorized operators about the source. It is impossible for companies further down the supply chain to detect stolen goods when they are presented as genuine products, and no physical evidence of tampering or theft is visible. 
Counterfeited goods are illegal and hazardous to patient safety. Stolen goods are also illegal, but appear no different from genuine products, unless tampered with. Both types of situations describe a “falsification” in the sense of the definition of the Falsified Medicines directive (FMD), but the difficulty lies in detecting the nature of the quality defects and the severity of the default. It is of little help to patients to point at wholesalers trading stolen (meaning falsified) medicines, when the system discourages early warning signals, be it for competitive or regulatory or investigative reasons. Such a situation threatens patients and the entire sector and is therefore of great concern to the EAEPC and its members.

It would be irresponsible for anyone to abuse and manipulate the patient safety debate. Our industry is very conscious of its legal obligations and considers patient safety as paramount and above any business interest. If parallel distribution were from a patient safety perspective not trustworthy it would have long since disappeared. Our member companies operate in some of the highest quality, state of the art facilities, they are subject to regular inspections and all products marketed are approved by the relevant regulatory agencies, national or European.
It is in that spirit that all member companies in countries affected by this case have been cooperating fully and timely with national authorities, and will continue doing so. However, the case has also been a reminder for initiating an upgrade of internal quality assurance principles and mechanisms for members’ adherence, as laid down in the EAEPC Good Parallel Distribution Practice guidelines.

Looking forward, in the next few years the entire pharmaceutical sector including distribution will implement the FMD and roll out a comprehensive verification system plus tamper evidence technology for each medicine pack. This stakeholder coalition creates an effective deterrent against counterfeiters breaching the regular supply chain, but this need not stop there. We believe early and effective sharing of information about stolen products and its dissemination to the actors down the supply chain would prevent such products reaching patients. Such an approach differs markedly from authorities’ and manufacturers’ present policies of keeping such information secret in order to pursue criminal investigations.  Sharing such information could only help prioritise patient safety.

Let us leave no doubt. The parallel distribution of medicines in Europe is absolutely safe, and parallel distributors are determined to make sure it remains that way.  
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