EMA Shortages Workshop: the EAHP perspective

MEDICINES SHORTAGES IN
EUROPEAN HOSPITALS

The evidence and
Results of the largest pan-European

case for action survey on medicines supply shortages in
the hospital sector, its prevalence, nature
and impacts for patient care,
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86% of respondents say

medicines shortages are a
current problem in the hospital
they work in, in terms of
delivering the best care to
patients and/or operating the
hospital pharmacy

5.6% 86.2%
Unsure Yes

21.2%
Daily

12.4%

66% of all respondents
are affected on a daily or
weekly basis
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In your experience, how long - W
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Do you agree with the
statement “medicines
shortages in my hospital
are having a negative
Impact on patient care”
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The Common Position Paper
of 45 patient and HCP
stakeholder organisations

A supply shortage of medicine may be defined, as “a situation in which the total supply of an
authorised medicine or of a medicine used on a compassionate basis is inadequate to meet the
current or projected demand at the patient level. The shortage may be local, national, European
or international”

European Medicines Agency

A definition for inclusion on the EMA shortages catalogue are those,” medicine shortages that
affect or are likely to affect more than one European Union (EU) Member State, where the
European Medicines Agency has assessed the shortage and provided recommendations to
patients and healthcare professionals across the EU.”

The European Federation of
Pharmaceutical Industries
and Associations (EFPIA)

EFPIA have previously proposed the definition of a drug shortage as “A crisis situation caused by
the inability of any Marketing Authorisation Holder to supply a drug with a specific Active
Pharmaceutical Ingredient to a market over an extended period of time resulting in the
unavailability of this medication for patients.”

International Pharmaceutical
Federation (FIP)

“A medicine shortage can be defined as a drug supply issue requiring a change. It impacts patient
care and requires the use of an
alternative agent

American Society of Health
System Pharmacists (ASHP)

“A supply issue that affects how the pharmacy prepares or dispenses a drug product or
influences patient care when prescribers must use an alternative agent

USA’s FDA

“A situation in which the total supply of all clinically interchangeable versions of an FDA-
regulated drug is inadequate to meet the current or projected demand at the user level.”

Health Canada

“A drug shortage is a situation when a manufacturer or importer of a drug cannot meet actual or
projected demand. Drug shortages can include temporary disruptions or permanent
discontinuances in the production and supply of a drug




Communication: Good practice Is out there!
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Abstral 100 g Comprimé sublingual Plaquette thermoformée 30 2760031  Prostrakan Ltd 11/05/2015  30/06/2016 H
Abstral 200 pg Comprimé sublingual Plaquette thermoformaée 30 2760056 Prostrakan Ltd 11/05/2015 30/06/2016 H
Abstral 300 ug Comprimé sublingual Plaguette thermoformée 10 2760064  Prostrakan Ltd 11/05/2015 30/06/2016 H Em‘:;la‘%s“s :
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Abstral 400 g, Comprimé sublingual Plaquette thermoformée 10 2760080  Prostrakan Ltd 11/05/2015 30/06/2016 H PELICULA , 500 o .
Abstral 400 g Comprimé sublingual Plaquette thermoformée 30 2760038  Prostrakan Ltd 10/05/2015  30/06/2016 H comprimidos
Abstral 600 pg Comprimé sublingual Plaguette thermeformeée 30 2760114  Prostrakan Ld 11/05/2015 30/06/2016 H mgﬁg;;ﬁ SANOFI PASTEUR Se puede solicitar al Servicio de Medicamentos Extranjeros
Abstral 600 g Comprimé sublingual Plaquette thermoformée 10 2764710  Prostrakon Ltd 11/05/2015  30/06/2016 H 903922 INY?C"TABLE 1vialde  MSD, S.A. 06/10/2015 31/12/2015  (http://www.aemps.gob.es/medic UsoH /medSituacionesEspeciales/docs/puntos-
Abstral 00 g Comprimé sublingual Plaquette thermoformée 10 2764684 Prostrakan Ltd 11/05/2015  30/06/2016 H 2ml contacto-med-extranjéra-CCAA.pdf).
Abstral 800 g Comprimé sublingual Plaquette thermaoformée 30 2760130 Prostrakan Ld 11/05/2015 30/06/2016 H AVARIC 67
Adriblastina 10 Ready To Use 10 mg Salution injectable Flacon 1 0283339 Pfizer SA 2/09/2015 31/12/2015  MNouveaux lots pas encore H ?Oi“h\gg.lral;ntoés ERITY

dispenibles M otros camentos
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You are here: Home
* Current Shortages

Welcome to the ASHP Drug Shortages Resource Center, the first stop for

Drugs No Longer Available information and resources on drug product shortages and
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* No Commercially Available management, Drug shortages can adversely affect drug therapy,

Search within: M @ Medicine E‘_‘f f;_| Raw material i!! F'acking I!! - Orphan Drug Preparations compromise or delay medical procedures, and result in medication
' Resolved Shortages errors. ASHP and its partners work to keep the public informed of the

maost current drug shortages.
* Guidelines and Resources

Special reports > Report a Drug Shortage Subscribe to RSSE) | Report a Drug Shortage | Join Our Community
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