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Background

« Direct reporting not foreseen by legislation

« Mechanisms are in place at national level to
collect this information from national associations

« Central mechanism may add benefit and valuable feedback, also in view of

EMA’s new mandate ﬁ
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« Patients and healthcare professionals hold crucial information on shortages,
such as impact on clinical practice

At EMA, ad-hoc reporting during Ukraine war

« Experience during COVID-19 with increase in demand for paracetmol
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Details of proposal

« Pilot to explore added value of shortage reports from EU patient and healthcare
professional organisations

Who?

« all EMA eligible organisations

What?

« For shortages affecting one or more EU member states and where medicine in question
is critical or

« in context of public health emergency, any information that could indicate an upcoming
shortage
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How?

« Email report using dedicated template to
hcpsecretariat@ema.europa.eu

« Any reports will be internally assessed and triaged

« Involvement and assessment by Medicines Shortages Single Point of

Contact (SPOC) Working Party as necessary /\ m
-

When? o7
« Pilot for one year starting January 2023 L J

« With review after 6 months
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https://www.ema.europa.eu/en/committees/working-parties-other-groups/medicines-shortages-single-point-contact-spoc-working-party
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rtage assessment

Product details Frod

Actrve substancals)

Pharmaceutical form

Strength

F.oute(s) of administration

Pack size(s)
Details on shortage Date of the begnming of shortage {may be anticipated date)

Impacted commtries (if kmomm)

How are you aware of the shortaze?

Impact aszeszment Anticipated clinical impact for patients (1.e. ara altamatives
availahle)

Are thare any risks for patients with using the altermativa
medicine?

Details of notifying Mame of organization

organization

Mamea of tha person complsting tha form and date

E-mail of contact parson®

Telephone number contact person
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Any questions?

Further information

Official address Domenico Scarlattilaan 6 « 1083 HS Amsterdam « The Netherlands

Telephone +31 (0)88 781 6000
Send us a question Go to www.ema.europa.eu/contact

Follow us on % @EMA_News
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