Response to MHRA  CONSULTATION ON MEASURES TO STRENGTHEN THE MEDICINES’ SUPPLY CHAIN AND REDUCE THE RISK FROM COUNTERFEIT MEDICINES 

1. About GS1 

GS1 is a neutral, not-for-profit standards organisation. It is user-driven and  dedicated to the development of global supply chain standards. GS1 is driven by more than a million companies, who execute more than five billion transactions a day with the GS1 System of standards. This makes it the most widely used supply chain standards system in the world. GS1 standards are open, global and voluntary.

GS1 is truly global, with local Member Organisations in 108 countries, and headquarters in Brussels, Belgium and Princeton, USA. 

GS1 UK is the GS1 Member Organisation in the UK. GS1 Standards are used by the overwhelming majority of retailing and manufacturing companies in the UK. Though its origins are in retail, GS1 is increasingly providing coding for the health service here in the UK and in most other developed countries.

GS1 Healthcare is a global, voluntary user community consisting of representatives from all stakeholders, including manufacturers, wholesalers, distributors, hospitals, pharmacies, regulatory bodies, industry associations and GS1 Member Organisations. Its mission is to lead the healthcare sector to the successful development and implementation of global standards by bringing together experts in healthcare to enhance patient safety and supply chain efficiencies

For more information, please visit www.gs1.org/healthcare 

2. GS1 UK and the Department of Health

In 2007, the Department of Health recommended that the GS1 System of standards should be adopted throughout the Health Care system in England, both for manufactured products and for coding systems. The take up and use of this coding is promoted by the ‘Coding for Success’ Project, which is due for review at the end of this year.

Today, over 150 hospitals in England have signed up to the initiative.

3. Response to document
a. Page 15 - Storage and transit of medicine

In answer to the question…
Do you have suggestions as to other measures to strengthen the regime governing transportation and storage of medicines that the MHRA could introduce within the current EU framework?
What is not covered is the introduction of unique identification for each and every pack of drugs which would enable authentication and traceability systems utilising readily available technology. This would significantly improve the safety of pharmaceuticals and patients. It will make it much more difficult for counterfeiters to intrude into the Healthcare supply chain, or at least make it uneconomic. 
Unique identification allows the dispensing healthcare professional to cross-check a pack of drugs online in a database. When the identification number matches the database content and there is no prior dispensing record, the Healthcare professional can dispense this pack of drugs. Counterfeiters would first of all need a legitimate identification number that is registered in the database to enable authentication. In the worst case, 2 packs of drugs with the same serial number would be present in the supply chain, in which case stakeholders would be alerted about this intrusion when the second pack is being cross-checked. 

Counterfeiting is a global threat. Technical solutions to fight counterfeiting need to be internationally aligned based on global standards to ensure compatibility. 
The GS1 System of Standards provides an excellent framework to enable unique identification and global traceability. Leveraging the expertise within the global healthcare community, GS1 Healthcare optimises the GS1 System for standards-based solutions to meet healthcare’s most pressing business needs. GS1 recommends that all medical products, where appropriate, should have a unique identification assigned using the GTIN (Global Trade Item Number) Allocation Rules for healthcare. Where required, additional production identifiers such as Lot Number and Serial Number should be encoded using GS1 Application Identifiers. The Global Traceability Standard for Healthcare Issue 1.0.0 was ratified in February 2009 and provides a process standard describing the traceability process independent from the choice of enabling technologies defining minimum requirements for all stakeholders, organisations and countries and corresponding GS1 Standards to be used in combination with information management tools. 
References: 

http://www.gs1.org/sectors/healthcare/library/ 

http://www.gs1.org/services/gsmp/kc/healthcare/index.html 
b. Page 19 - Pharmacies

In answer to the question…

Do you have suggestions as to other measures the MHRA could introduce within the current EU framework to further protect pharmacies from the threat from counterfeit medicines?
GS1 believes that traceability of pharmaceutical products at a pack level or at lot level, where appropriate, is vital in tackling counterfeit pharmaceuticals.  

Automatic identification and traceability system will enable verification and authentication of pharmaceuticals throughout the Healthcare supply chain. By harmonising around global standards, solutions can be implemented faster than if each market would individually mandate their own. GS1 Standards are well suited to meet the specific needs of Healthcare.
GS1 Healthcare’s user community has developed guidelines for the identification of medicinal and medical products; Healthcare GTIN Allocation Rules. These guidelines include several considerations about the allocation of a new product identification key when trade items are modified in certain ways. 
Authenticity check at the delivery point as the ultimate step in the supply chain, allows enhancing safety in the medicinal product delivery. This requires mass serialisation of the medicinal products and should work in a similar way as the validity check for payments with credit cards. As this is a protection for the patient/consumer, it should also be possible to verify authenticity of their purchased medicinal product, by questioning a data pool with the product identity.
The GS1 standard provides the architecture for mass serialisation, for the documenting of data repositories and the retrieval of “events” (e.g. incoming / outgoing items) etc. This is built on the use of GS1 Identification Keys (see above: GTIN, GLN), standardised symbologies for automatic identification (GS1 DataMatrix) and communication standards (standardised EDI or XML messages).
Traceability by batch (and the possibility to access batch records) is a request to secure the supply chain where the granularity at item level is technically not achievable at all levels of the healthcare supply chain with current technologies. Traceability at batch level is a process which GS1’s user community has deployed in numerous markets. It is highly cost efficient. A distributor or wholesaler can capture automatically traceability information at the goods receipt and keep record of its deliveries from individual batches, as the scanning at the picking / delivery process is technically / due to volumes handled and time constraint not achievable.
