
 

 1st June 2016 
 

 
Dear Sir/Madam, 

 

A Letter for Businesses who hold a Wholesale Dealer Licence (WDL) or Wholesale Distribution 

Authorisation (WDA)  re the EU Falsified Medicines Directive safety features and verification 

system: 

 

As you will be aware the EU Falsified Medicines Directive (FMD) Directive 2011/62/EU, introduces the 

requirement for manufacturers / Marketing Authorisation Holders (MAHs) to add safety features to the 

outer packaging of medicines.  These measures are being introduced to strengthen the regulated 

supply chain of medicines and make it harder for falsified medicines to enter the legal supply.  MAHs 

are also required to fund a European wide verification system which will enable the authentication of 

medicines via these safety features, before they are supplied to the public. The Delegated Regulation, 

setting out the details of how the Directive will be implemented has now been published by the 

European Commission: Delegated Regulation (EU) 2016/161 

 

The Delegated Regulation, and the new medicine verification system it lays down, will come into force 

on 9 February 2019.  Further details on the published Delegated Regulation are available on the 

MHRA website. 

 

The safety features to be introduced will consist of an anti-tampering device on the outer packaging 

and the application of a unique identifier within a 2D barcode. The FMD states that these safety 

features must be applied to all ‘prescription-only medicines’ and to non-prescription medicines where 

there is an increased risk of falsification. Most ‘prescription-only medicines’ in the UK will be expected 

to carry the safety features, whereas medicines available to buy over-the-counter either as pharmacy-

only or general sales list medicines will not need to comply with these requirements, unless 

specifically required to do so.  A list of those specifically required is included in the Delegated 

Regulation.  

 

The verification system will enable all authorised wholesalers of medicines (those who hold a 

Wholesale Dealer Licence (WDL) or Wholesale Distribution Authorisation (WDA)) and those 

who supply medicines to the public to confirm (verify) that it is a genuine, not falsified product. When 

products are verified, the authenticity of individual packs is confirmed by scanning the 2D barcode 

and checking its status in the system. On supply to the public the unique identifier is decommissioned 

and checked out from the system. 

 

Accordingly, there will be a requirement on all WDL or WDA holders to have systems in place which 

enable the verification for all prescription medicines received, other than those medicines supplied 

directly from the manufacturer or their authorised agent; this will include all returns. In addition, there 

may be certain distribution channels when WDL or WDA holders will be required to de-commission 

the Unique Identifier on behalf of their customers and before onward supply. 

 

The UK verification system will provide an interface for the IT systems of authorised wholesalers and 

those who supply medicines to the public.  Whilst the UK verification system will be funded by 

manufacturers / (MAHs), they are not expected to pay for the hardware or software, within 

wholesalers and those who supply medicines to the public, to verify and decommission products from 

the national system. 

http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2011:174:0074:0087:EN:PDF
http://ec.europa.eu/health/files/eudralex/vol-1/reg_2016_161/reg_2016_161_en.pdf
https://www.gov.uk/guidance/medicines-packaging-labelling-and-patient-information-leaflets
https://www.gov.uk/guidance/medicines-packaging-labelling-and-patient-information-leaflets


 

The Medicines and Healthcare products Regulatory Agency and the Department of Health are 

working to consider how best to transpose the Delegated Regulation and its flexibilities into UK law 

and will be working with stakeholders throughout the supply chain to secure implementation within the 

three years.  Further guidance will be published on the MHRA website as it becomes available. 

 

In preparation for the establishment of the UK verification system, an interim Memorandum of 

Understanding (MoU) has been established between the key stakeholder representative bodies 

involved in the UK medicines supply and distribution sector - the UK European Stakeholder Model 

(ESM) FMD Partners. Wholesalers are represented on the UK ESM (by the Healthcare Distribution 

Association). The UK ESM FMD Partners have agreed the principles, which will underpin the setting 

up and management of the UK verification system. We are writing to you, as an authorised wholesaler 

of medicines, to ensure that you are aware of these developments and your obligations under the 

Delegated Regulation.   

 

A number of opportunities will be taking place for you to better understand your obligations and obtain 

more information. In the meantime, if you have any specific questions on how the UK verification 

system will be operated and funded, please contact: 

 

Malcolm West 

Secretariat to the UK ESM FMD Partners - Association of British Pharmaceutical Industry (ABPI), 

British Generics Manufacturers Association (BGMA), British Association of European Pharmaceutical 

Distributors (BAEPD), Company Chemists Association (CCA), Healthcare Distribution Association UK 

(HDA UK) and National Pharmacy Association (NPA).  

malcolm.west@live.co.uk 

 

 

Best regards, 

 

MHRA 

mailto:malcolm.west@live.co.uk

