
PHARMAprocess

Barcelona 27-28 October 2015

The fighting in Spain against
counterfiting : the Directive and the

1

Delegated Act

Belén Escribano
Head of the Pharmaceutical Inspection

and Enforcement Department



PHARMAprocess

Barcelona 27-28 October 2015

Overview

• Background
• Directive implementation in Spain
• The Delegated Act

2

• The Delegated Act
• Final thoughts
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Are falsified medicinal products a  real risk ?  
• No falsified medicinal products have been found in 

the legal supply chain in Spain

• But in the illegal supply chain the answer is yes !
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• But in the illegal supply chain the answer is yes !
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Reasons for action
Active substances (AS) & excipients

• Risks to public health posed by falsified (adulterated) and low quality AS

• Most AS manufactured in third countries: impossible to inspect all sites

• Absence of harmonized control and supervision on manufacturers, importers
and distributors of AS across EU

• Lack of provisions concerning quality of excipients

Medicinal Products (MP) distribution

• Increase of cases of falsified MP in the legal supply chain: very difficult to
identify

• Global increase of illegal MP trade

• Lack of control of some actors involved in the supply chain

Distance sales of MP

• Internet is the main way in the EU to access falsified MPs
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AEMPS has been proactive against the risks
of falsified medicinal products

– 2 National Strategies have been implemented involving all
stakeholders: 
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• 2008 -2011

• 2012-2015  

Includes actions for all
stakeholders!
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AEMPS activities not limited to the implementation of FMD  provisions…
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But also:
• Active cooperation with EC in delegated and implementi ng acts & EMA tasks
• Promotion of the coordination and harmonization of EEMM:  HMA Task Force
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FMD transposition : new legal framework in Spain

• Update of our Law on guarantees and rational use of 
medicinal products and medical devices

• New Royal Decree on medicinal products for human use 
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distribution

• Update of the Royal Decree that regulates the manufacture 
of medicinal products and active substances

• New Royal Decree on Internet sales of non-prescription
medicinal products
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Public Registry of manufacturers, importers and distri butors
of active substances (since July 2014)

www.aemps.gob.es

Information

88

Information
of  183 

companies
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Increased information about distribution and brokering
of medicinal products in our website
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www.aemps.gob.es
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Support for the verification of suppliers and customers
GDP requirement essential for the safety of the supply ch ain!     

Links to facilitate theLinks to facilitate the
verification of all stakeholders
involved in the supply chain of 

medicinal products are 
provided in our website
www.aemps.gob.es
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Public Registry of brokers

16 companies
registered

1111

registered
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Links to 23 national registries of brokers included at H MA website

Activity promoted by TF HMA FMD 
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Distant sales: DISTAFARMA

http://www.aemps.gob.es/en/home.htm

The portal  website, active since 1st july 2015, has been developed 
by AEMPS and is used by the 17 autonomous regions
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DISTAFARMA:content

• Clicking on each region it is possible
to access to the list of authorized
pharmacies

• In the left side there is information
related to:

• Relevant national legislation• Relevant national legislation
• Purpose of the EU logo
• Information on the risks of

purchasing medicines illegally
from the Internet

• A link to the website established
by the European Medicines
Agency (EMA)
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DISTAFARMA: Regional Authority site
Authority site

LISTED PHARMACIESLISTED PHARMACIESLISTED PHARMACIESLISTED PHARMACIES

Name of the owner of the pharmacy
Physical address

Link to the website
Telephone number

PROCEDURE OF PROCEDURE OF 
NOTIFICATION BY THE NOTIFICATION BY THE 

PHARMACYPHARMACY
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DISTAFARMA: Current situation
(20/10/2015)

106106 pharmacies have been
listed so far out of a total of
more than 21.000
pharmacies in Spainpharmacies in Spain

New notifications : : 2929

Pending of validation : : 3232
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• With the purpose of  verify:
– Authenticity & identify individual packs

– Whether the outer packaging has 
been tampered with

Safety Features

UNIQUE IDENTIFIER (UI)

ANTITAMPERING DEVICE (ATD)
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• To be borne by:
– Medicinal products subject to prescription unless low falsification risk

• Commission delegated act expected for the first ter m of 
2016 

Not for medicinal products without prescription unless at 
risk of falsification
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Placing & verifying 

UI + ATD 

Manufacturers 

bricantes
Wholesalers

Risk based 

verifications 

Future Safety Features System
Pharmacies & 

Hospital pharmacies 

UI + ATD

Verification 
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NATIONAL   

REPOSITORY 

‘HUB’ 

NATIONAL 
REPOSITORY 

NATIONAL 
REPOSITORY

Uploading UI 

information 

HUB

Verification 

REPOSITORIES SYSTEM

NATIONAL 
REPOSITORY

NATIONAL 
REPOSITORY
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Some challenges for the future system

• 28 +3 countries: a huge pharmaceutical market with
hundreds of thousands of medicinal products

• Adequate connection, interoperability and permanent
syncronisation of all repositories of  the repository system
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syncronisation of all repositories of  the repository system

• System accesible by hundreds of thousands users

• Quick answer needed for the verifications

• Proportionate effort for all stakeholders
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Final thoughts

The new requirements should effectively decrease the risks of falsified

medicinal products and: 

• Increase the quality of medicinal products (active subtances & excipients )
• Reinforce the supply chain against penetration of falsified m edicinal 

products/active substances 
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products/active substances 
• Provide  protection for our citizens when  buying medicinal products in 

Internet
• Allow detection of falsified medicinal products before they reach t he 

patients

ENSURE THE AVAILABILITY OF SAFE PRODUCTS!
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Thank you !


