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Council of Europe

* Established in 1949

* 46 member states

* Based in Strasbourg

* Founded on three main values:

b

and the

Protection of human rights
includes access to good
quality medicines and
healthcare - EDQM
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EDQM

Founded in 1964

Partial agreement
(39 members states & the EU
+ 33 observers)

Contributes to public
health and access to good
quality medicines and
healthcare in Europe

Europe

40 39 member states
and the EU

5 observer
states

North America

3 observer
states

Asia

1 1 observer
states

Africa

9 observer
states

Oceania

South America

2 observer
states

1 observer
state

Non-state

EU (member)
TFDA and WHO (observers)*

* EU: European Union; TFDA: Taiwan Food and Drug

Wide SCO pe Of aCtiVitieS Administration; WHO: World Health Organization
Our vision Our mission
Together for To contribute to public health protection
better health, by engaging with an international -
for all community of experts and stakeholders e
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Four policy areas and a wide portfolio of activities

Medicinal Substances E Pharmaceutical ) Consumer
products of human origin 3 care —~=7"health
Official standards for manufacture Quality and safety Policies and model Safety standards
and quality C_OHUOL of standards approaches for for cosmetics, tattoo
SIS : the safe use inks and food contact
European Pharmacopoeia Biovigilance, data of medicines materials

(documentary and reference

: . collection and

standards), Biological . : :

Standardisation Programme (BSP) harmonisation Cooperation Control of cosmetics
to combat Network of Official

Certificates of Suitability confirming Improving quality falsification of Cosmetics Control

compliance with European system / capacity medical products Laboratories (OCCLs)

Pharmacopoeia and inspections building of Blood

Certification of suitability and Tissues and Cells

Establishments

Control of medicines
Network of Official Medicines Addressing SoHO
Control Laboratories (OMCLs) supply Q
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What (who) is CD-P-PH/CMED ?

CD-P-PH/PC

Committee of Experts
on Quality and Safety
Standards in
Pharmaceutical
Practices and
Pharmaceutical Care

Council of Europe
COMMITTEE of MINISTERS

European Committee on Pharmaceuticals
and Pharmaceutical Care

CD-P-PH/CMED

Committee of Experts
CD-P-PH/PHO on Minimising the
Public Health Risks
Posed by Falsification
of Medical Products

Committee of Experts
on the Classification

of Medicines as K and Related Crimes )
Regards their Supply

European Pharmacopoeia
member states (plus some
other CoE countries)

Health regulatory
authorities (Law
Enforcement and Customs)

7/ COUNCIL OF EURCPE
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Theft, loss & diversion of medicines

Council of Europe Recommendation CM/Rec(2024)3
https://search.coe.int/cm/Pages/result_details.aspx?0Objectld=0900001680af31ee

Guidelines for CM/Rec(2024)3

https://freepub.edam.eu/publications/PUBL-49/detail

Guidelines for the implementation of
Recommendation CM/Rec(2024)3 on

REPORTING OF DISAPPEARANCES

OF MEDICINAL PRODUCTS
for human and veterinary use ELINES FOR M WEC amagn ON RERORTING OF ISAPPEABANCES G MFDKCNES.
from the Iegal Supp|y Cham 9 FOCUS On re po rting’ data Floure 3 - Recormmendations on reporting in a nutshell
| collection and co-operation | -
REPORT o———

1

l—:unuﬂl-n—M

- Advice on implementation

When we talk of reporting what do we mean?

Committee of Experts on EDQM H
it bne e | oo and on tools available | Mhereportingofdsappesrances ofps.
Risks Posed by Falsification of | / of pharmaceutical safety, If med "Mmedicinal products is an integral as
Medical Products and Similar | ! located Mﬂakeholdefs i *Inal products disappear and R
Crimes (CD-P-PH/CMED) | ‘ and re o aers in the legal supply chain cannot be
| i ik Ipmbeldennned incidents to the 4 Must assess the Situation
i 0 De traceabi ompet ‘
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https://search.coe.int/cm/Pages/result_details.aspx?ObjectId=0900001680af31ee
https://freepub.edqm.eu/publications/PUBL-49/detail
https://freepub.edqm.eu/publications/PUBL-49/detail
https://freepub.edqm.eu/publications/PUBL-49/detail

Guide “Falsified Medicines - Definitions and Practical Advice
for Regulators”

provide a practical tool for decision taking on which FALS'“__ED MEchlNE_S
specific falsification practices should be considered as DEOUEE anChiah ol At
falling under the broad legal definition of ‘falsification’.

for Regulators

Committee of Experts on
Minimising Public Health Risks |
Posed by Falsification of Medical |
Products and Similar Crimes
(CD-P-PH/CMED) |

[ Publication foreseen end of 2026 ]
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Guide “Falsified
Medicines - Definitions
and Practical Advice for
Regulators”

Framework: applicable relevant definitions,
importance of definitions and their
understanding, methodology

Case scenarios: 17 cases provided by
regulatory authorities — explained, assessed
and evaluated acc. to the 3 relevant definitions

Falsification in context: Pharmaceutical
supply chain, Threats & Risks, Customs & Law
enforcement, Co-operation

European CoE
Union - FMD — MEDICRIME —
My
IDENTITY IDENTITY
MName MName MName

Labelling or packaging
Documents supporting
authenticity

COMPOSITION

Any ingredient or component

Packaging and labelling

Composition as regards

Any ingredients including
excipients and the strengths of
those ingredients

Packaging and labelling

Composition regarding

Any ingredient, including
excipients and their strengths,
or components

SOURCE

SOURCE

SOURCE

Mame and address of
Marketing authorisation holde

Manufacturer

Importer/Exporter

Distributor/Retailer

includes

Marketing authorisation holde
Manufacturer

Country of manufacture

Country of Origin

HISTORY

Records and documents relati
to the distribution channels

shall include

Marketing authorisation holder
Manufacturer

Country of manufacture

Country of Origin

Supply and distribution history,
e.g. records and documents
relating to the distribution
channels including identification

| of the above




Recommendation CM/Rec(2026)7 .
on best practices for the remote

and online provision of medicines | CM/Rec(20267

Recommeri {ation

at a glance

https://search.coe.int/cm?i=09125948802b8d9¢e

Appendix
. Scope, definitions and general principles
lIl.  Authorised remote and online providers of medicines

A. Generalrecommendations applicable to any remote and
online provider of medicines

B. Pharmacies

C. Non-pharmacy outlets
[ll. Healthcare professional regulatory and representative bodies
IV. Member States

V. Online marketplace platforms and social media marketplace
platforms

VI. Cross-borderaspects

© EDQM 2026
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Soon to be published


https://search.coe.int/cm?i=09125948802b8d9e
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Publications on falsified medical products and related crimes

\ SOCIAL MED\A

BEST PRACTICES
FOR HEALTH
AUTHORITIES

MEDICRIME
Vs
VOLCANO

OPEN MINDS,
FREE MINDS

No easy prey for counterfeit
medicines and similarly
dangerous medicines

Counterfeiting of

medical products

and similar crimes
(‘medicrime’)

Social media best practices for health authorities: A compilation of best practices to help national authorities optimise their use

of social media (2021)

MEDICRIME vs Volcano: A practical case study on how the Council of Europe Convention could improve the fight against

pharmaceutical crime (2019)

Open minds, free minds — No easy prey for counterfeit medicines and similarly dangerous medicines (2015): /nteractive
concept guide to support training and education in schools

Counterfeiting of medical products and similar crimes: A strategic approach to assiststates in protecting the health of their

citizens (2013)

Counterfeit Medicines: Facts and practical advice: Root causes, types of counterfeit products, distribution paths, current
legislation and the role of national and international institutions are examined through real case studies.

Counterfeit Medical Products and Similar Crimes: Risk communication : This publication discusses risk communication from
the angles of both pharmaceutical and communication sciences.

1.To expand reach
By providing an active hub for information and interaction
on social media, organisations can broaden their reach and

provide citizens with a channel to engage on specific topics.

This is especially important with regard to communicating
on falsification issues, as the right information needs to be
disseminated as widely as possible.

NO ONE BUYS IT. AT
NEITHER SHOULD YOU.
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Contact
Ines.du-plessis@edgm.eu

More information

@ www.edgm.eu

==l https://go. m.eu/Newsletter

Follow us on

@
1M edgm
COUNCIL OF EUROPE
X @edgm_news 4% 4
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