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No chance for falsified medicinal products

 
Pilot operation of the medicines verification system starts

Press Release, Prague, 13 March 2018
Special 2D codes will appear on packaging of prescription-only medicines in the trial operation of the system from April 2018. These unique codes will appear on medicinal products, along with anti-tampering devices. Verification occurs before the medicinal product is dispensed and aims to protect patients from counterfeit medicines.
New codes will only appear on selected medicinal products for now. The trial operation starts; i.e. the practical testing of the whole system, which must be fully operational under applicable EU law from 9 February 2019. Since then, all prescription medicinal products must bear 2D codes. All pharmacies, manufacturers and distributors of medicinal products will be involved in the verification system.

The patient in the pharmacy will notice only a slight change. An extra single scanning of 2D code for every pack. In return for a second of delay, they will be 100% sure that the medicinal product dispensed has not been falsified, stolen and returned to the distribution network and that nobody has opened it yet.
 
“The code on each unit packet will be unique. Its retrieval - both during dispensing in the pharmacy and earlier during the way through the distribution chain - will be reported to the central repository. Even if someone has perfectly tampered with both the drug package and the code, this fake code will not have the appropriate digital record. The system will thus immediately reveal that something is wrong,” explained Jakub Dvořáček, Chairman, National Medicines Verification Organisation (NMVO).
 
Falsified medicines are threats
 
Falsified medicinal products are a major problem in the EU. With the current technological capabilities of Mafia gangs, a normal person has no chance of knowing a counterfeit medicine. The slightest danger, perhaps, is that the fake "only" does not work. Counterfeiters - usually in developing countries - do not hesitate to use industrial paints or rodent poisoning in their products.
 
“In 2015, for example, there was an increase of 38 percent in falsified medicine- related offenses worldwide. Most of them occurred in Asian countries and states of Northern and Southern America; Europe is not spared, however, there are 350 cases annually,” said the director of the Supervision Section of the State Institute for Drug Control Apolena Jonášová.

Medicines that are actually counterfeits are offered most frequently on the internet, but that does not mean that a falsified medicinal product cannot get into the official network. The introduction of the new system will give the public 100% confidence that the medicines in the official distribution network are all right.
 
The State Institute for Drug Control cooperates technically in the implementation of the system that is, in the opinion of people in the industry, practically as complex as in the case of electronic prescription. Pharmacies, manufacturers and distributors of medicinal products participate in it. 

The pilot project also involves Dr. Max pharmacies, operated by ČESKÁ LÉKÁRNA HOLDING, a.s., and their sister distribution company ViaPharma s.r.o. “The pharmacy network Dr. Max takes a friendly attitude towards electronic records of the medicinal product flow. As the first network in our country, Dr. Max pharmacies were ready to fully accept electronic prescriptions - as early as from October 2014. The distribution company ViaPharma was the first in the Czech Republic to offer to its customers the transfer of detailed records and batch control to all processes. As regards anti-counterfeiting protection, both companies decided to take part in the trial phase because their environment and operations would enable them to test related software in a representative manner and detect any shortcomings and errors,” said the CEO of ČESKÁ LÉKÁRNA HOLDING, a.s. Daniel Horák. Both companies, he says, will be pleased to share their experience with other entities involved in the project.
 
Many pharmacists are afraid of certain difficulties. "In pharmacies - both public and hospital ones - there will be an increase in workload and delays in dispensing. Especially when dispensing a large number of packs in hospitals, it will also require more staff. Pharmacies will have to invest in readers, software or staff training,“ said Martin Šimíček, deputy head pharmacist at the hospital pharmacy of Fakultní nemocnice u sv. Anny in Brno, which is also involved in the pilot operation.

“It is our aim to be prepared as much as possible. However, even the pilot operation does not fully prepare the pharmacy for the project going live, because packs with unique codes will be in limited numbers only. In any case, we already know that the introduction of anti-counterfeiting checks will increase costs for pharmacies. Logically, we expect that the state will provide for the implementation of this newly imposed duty in practice by revenue increase,” added Šimíček.
 
National Medicines Verification Organisation (NMVO) 
 
The organization was founded on 13 February 2017 by the Association of Innovative Pharmaceutical Industry (AIFP), the Czech Association of Pharmaceutical Companies (CAPC), the Association of European Pharmaceutical Distributors (AEPD), the Association of Pharmaceutical Wholesale Distributors (AVEL), and the Czech Chamber of Pharmacists. 

Supervision of the establishment of NMVO was the responsibility of the Ministry of Health and of the State Institute for Drug Control (SUKL).

For the first time in the history of the European Union, the duty to create a complex system like this was imposed on the pharmaceutical sector instead of on the state.
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