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securPharm: Falsified Medicines Directive will change the 
pharmaceutical market  

Frankfurt am Main, July 23, 2015 – About 400 representatives of pharmaceutical 
companies, wholesalers, pharmacists and their national and international associations 
participated in the 2nd securPharm European Conference on the on the Falsified 
Medicines Directive. securPharm had invited them to this meeting to inform them 
regarding the implementation status of the Falsified Medicines Directive in Germany 
and on the status of the European legislative process. Apart from the securPharm 
experts, speakers included practitioners from the pharmaceutical industry, 
wholesalers and pharmacies as well as the representatives in charge from the EU 
Commission and the German Federal Ministry of Health.  

Currently, the stakeholders of the pharmaceutical supply chain are waiting for the 
delegated act, which was announced for this year and which will specify the technical 
and organisational requirements for the implementation of the European Directive 
2011/62/EU protecting patients from falsified medicines. Following publication, there 
will be a three-year implementation period until the provisions of the Directive become 
legally effective in all of Europe. However, one thing is already clear right now: This is 
one of the largest infrastructure projects in the pharmaceutical supply chain. In 
Germany alone, it affects about 500 pharmaceutical companies, approximately 20,000 
pharmacies and additionally hospital pharmacies, and all pharmaceutical wholesalers. 
About 700 million packages of prescription drugs per year will have to be printed with a 
so-called Data Matrix Code that includes an individual serial number, thereby rendering 
each package unique.   

The experts agreed that the requirements of the Falsified Medicines Directive 
represents a challenge for all participants in the pharmaceutical supply chain. Dr. 
Reinhard Hoferichter, spokesman of the Board of securPharm: “The manufacturers must 
view the conversion of their products to serialisation as a cross-organisational change 
project that affects not just pharmaceutical production processes but also the areas of 
IT, quality assurance and distribution.” Among experts, the serial number management 
is considered the most sensitive aspect of the process, since the authenticity verification 
of pharmaceuticals at the pharmacy depends on it. 

securPharm started the implementation of the Falsified Medicines Directive as early as 
2011 and has been testing it in practice since 2013. Hoferichter: “Companies can benefit 
from this lead-time advantage by connecting with securPharm now in order to practice 
their internal processes and to systematically identify and eliminate error sources.” The 
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great complexity of processes requires the planning of sufficient resources for 
implementation. Almost all production lines must be converted to include the new 
security features. In this respect, the pharmaceutical industry will face estimated 
conversion costs of up to EUR 100,000 for each production line.  

So far, only the cornerstones of the delegated act are known. For example, the package 
data will have to contain a Data Matrix Code, which must include a product code, the 
serial number and presumably batch number and expiration date. The data will be 
uploaded by the manufacturers to the manufacturers’ database and verified when a 
package is dispensed at the pharmacy (end-to-end verification). The national systems in 
question will be established and operated by the corresponding national stakeholder 
organisations while being simultaneously supervised by the national authorities. The 
national systems of the EU member states should be able to collaborate. The Falsified 
Medicines Directive pertains to prescription drugs and some over-the-counter 
medicines. An exact list of products is expected as an annex to the delegated act. 

 

About securPharm e.V. 

securPharm e.V. is an initiative to protect patients from falsified pharmaceuticals in Germany’s legal supply chain. It is 

sponsored by a consortium of the following pharmaceutical companies`, wholesalers‘ and pharmacists‘ associations: BAH, 

BPI, vfa, PHAGRO, and ABDA. 

Since 2011, securPharm e. V. has been developing a protective system from falsified medicines in compliance with the 

requirements of the EU Falsified Medicines Directive 2011/62/EU. This system has been tested in practice since 2013. The 

findings derived from testing are directly used in further system development. This unique collaboration of all stakeholders 

in the pharmaceutical supply chain makes it possible to optimally tailor the system to the business processes of all parties 

involved from the outset. One important element of securPharm is the use of separate databases for manufacturers and 

pharmacists in order to maintain the greatest possible data privacy for patients. Today, securPharm is the leading system in 

Europe for the implementation of future legal requirements regarding the authenticity verification of pharmaceuticals. It is 

the objective of securPharm to provide a system that can be used by all market participants when the Falsified Medicines 

Directive becomes effective at the end of 2018.   

For more information, please visit www.securPharm.de. 
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