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Directive 2011/62/EU published 1 Jul 2011

Amending Directive 2001/83/EC 

relating to medicinal products for human use, 

as regards the prevention of the entry into the 
legal supply chain of falsified medicinal products

Entry into force:                          2 January 2013 
Active Substance Provisions:        1 July 2013 
Common Logo:   12 months after Implementic Act 
Safety Features: 36 months after Delegated Act
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1. Safety Features

For Medicinal Products subject to prescription

with exception – based on risk of falsification 

NOT for Medicinal Products without prescription

unless at risk of falsification

List to be established  - published by EC
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Details Safety Features

Commission to adopt delegated act with the 
objective of establishing detailed rules for 
safety features

Characteristics and technical specifications;

Modalities for the verification;

Repository systems holding this information
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2. Supply Chain & GDP

Wholesale Distributors increased obligations

Maintain a Quality System
Verification of compliance with GDP of Suppliers
Obligations for export: record keeping
Obligation on distributors to report any suspicion 
of falsification
Definition & specific provisions for brokers 
MS to maintain list of brokers on their websites
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3. Active Substances

Direct obligations for manufacturers of AS
Registration of manufactures, importers, 
distributors of AS
Mandatory audits

Specific provisions for import of API
Third country listed by Commission or
„Written confirmation“ by third country
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4. Internet Sale

Internet Pharmacies to notify to Member State:
Address, website, products offered, display new 
EU logo and link to authority’s website.
Member States to list authorised internet 
pharmacies
Public awareness compaigns on risks of falsified 
medicines
EMA to establish website with links to Member 
States
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Other new measures

Provisions for introduction of medicines 
(not placed on EU market)

MS shall organise meetings involving 
enforcement officers (prevention and 
enforcement to combat falsified medicines)

MS NCA to ensure cooperation with customs 
authorities
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Impact on Regulators

EC, EMA, Authorities in EU and Third Countries

Develop Guidelines / Rules / Formats / Contents 
GDP for AS; GDP for finished products; 
Risk assessment – GMP for excipients; 
Safety features; 
Authorisation / Registrations; Certificates; 
Inspection Reports;

Assessment 3rd countries API supervision system

Publicly accessible Union Database 
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Impact on European Commission

adopt detailed rules for safety features in 
delegated act

adopt by implementing act the technical 
requirements and design of the common logo

Implementing act detailing requirements for 
assessment of 3rd countries regulatory 
framework for AS
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Impact on European Medicines Agency

Develop and manage Union Database

Establish form and content of authorisations, 
registrations, inspection reports, certificates

Cooperate in the coordination of inspections in 
third countries

Set up website informing on falsified medicines
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Impact on Member States Authorities

consider criteria and the verification to be made 
when assessing the potiential falsified 
character of medicinal products

register AS manufacturers importers distributors

establish publicly available registry for brokers

enter AS registrations, wholesale distributor 
authorisation and related information into 
Union database
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Impact on Healthcare Professional - Patients

Reduced risk of receiving falsified medicines

Better informed about falsified medicines

Whitelist of approved internet pharmacies

Recall procedure down to patient level
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Joint implementation EC, EMA, MS

GMP for AS; GDP for AS; GDP for products

Assess and verify third countries for AS 
regulatory framework

Form and content authorisations/registrations/ 
inspection reports GxP certificate, non-compl.

Union Database

Website on falsified medicines
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Next Steps

Directive 2011/62/EU implemented by Jan 2013

Implementing measures and delegated acts by EC 
Safety features (+>3years); 
AS 3rd country assessments (Jul 2013);

Implementation plan (priorities)

Work plan (deliverables); 

Consultations with industry
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Work in Progress

GDP Guideline + provisions for brokers √
Wholesale Distribution Authorisation √
GDP Certificate / Non-Compliance

GDP Inspection report format

GL on Inspection process

GL Serious GDP non-compliance

Training and Qualification of Inspectors √
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Challenges

Work load!

Registrations of AS manufacturers

3rd country assessments of AS supervisory 
systems

Union database development – harmonisation 
across Europe
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European Medicines Agency

7 Westferry Circus 
Canary Wharf 

London 
UK

Thank you for your 
attention!

katrin.nodop@ema.europa.eu
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