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Objectives _
what do we want to achieve?
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Increase visibility and 66

accessibility of information on

availability on medicines Allow timely access to
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Timing of (VN Target audience
publication
+ All availability issues accessible eImportant to allow for planning ePatients, HCPs, regulators and
on a single webpage and continuity of care industry
* Includes systematic listing for ePublic friendly language

shortages, withdrawals

and suspensions .
Involvement of NG ‘ ‘ Dissemination [’j’

Perposed » . Organis.ations’ cha.nne!s
g uldance - professional/ medical journals

» media (incl social media)
* newsletters
» electronic prescribing systems

stakeholders

eEarly involvement is key «
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Proposed criteria for systematic listing

Topic Details O

Trade name

active ingredient (INN)
Pharmaceutical form & strength
Pharmaceutical company

Details of medicine

Details on availability . Date of beginning of shortage (or anticipated date)
issue/shortage . Expected end date of the shortage, if applicable
. Reason for availability issue or shortage

Advice for healthcare . Potential alternative medicinal products (INN), if applicable

professionals/ patients, if « Recommendations for change in clinical practice/ change in

applicable use of medicine/ use of alternative medicine (INN), if
applicable
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Interlinking EMA catalogue
to information at national leve
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¥ Human regulato

Veterinary regulatory ¥ Committees ¥ ews Bievents ¥ Partners & networks ¥ Aboutus ¥

Human regulatory

Overview

Post-authorisation

Advanced therapies

Data on medici
IDMP standards)

Medicine shortages

shortages catalogue

Orphan medicines

Improving quality of
‘submissions

Paediatric medicines

Parallel distribution

Patient registries

Pharmacovigilance

Post-autharisation
procedural Q&A

Referral procedures

Research and development Marketing authorisation

Herbal products

Shortages catalogue

EMA publishes information on specific medicine shortages that affect or are likely to affect
more than one European Union (EU) Member State, where EMA has assessed the shortage
ns to patients and healthcare professionals across the EU. It

and provided recommendal
also provides a list of national registers in the EU and EEA Member States containing
L on medicine sh. in these indivi countries.

Most medicine shortages are dealt with at national level so if you cannot find information on the EMA
website or would like further details, please check the relevant national register listed below or visit
the website of your national competent authority. If you are having difficulty obtaining a medicine that

has been prescribed to you, talk to your doctor or pharmacist

EMA shortages catalogue

You can find information on ongeing and resolved shortages that EMA has assessed at:

« Ongoing shortages
+ Resolved shortages.

You can download this information in Excel table format at:

+ Downloads: shortages.

National registers
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Improving information sharing within the EU network

e Building upon existing mechanisms

e Pooling together information sharing for both centrally and non-centrally
authorised medicines

e Virtual dedicated network: streamlining and avoiding duplication

e Objective:
o To optimise cooperation, coordination and improve responsiveness of the EU network

o To allow better monitoring, prevention, management and communication on shortages
in the EU
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EU Regulator’s manual
to consolidate the output of the Task Force on availability

e To become reference material for all EU regulators
e Easier access, publically available - facilitates implementation

e Compiles output from the Task Force and previous work on shortages from the EU network:

- Will be available on EMA’s website as well as on HMA’s website
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Any questions?

Further information

AAMTFSecretariat@ema.europa.eu

European Medicines Agency
30 Churchill Place e Canary Wharf e London E14 5EU e United Kingdom

Telephone +44 (0)20 3660 6000 Facsimile +44 (0)20 3660 5555
Send a question via our website www.ema.europa.eu/contact

Follow us on % @EMA_News
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