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What is a medicine shortage?
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What is a medicine shortage?

• All authorised medicines are included within the scope of the 
definition (i.e. prescription and non-prescription medicines) 

• There is a supply and demand perspective; where there is no 
demand for a medicine to treat patients, a shortage of this 
product does not have significance for patients 

• The definition is applied at an individual product level; this 
means that a specific medicine could be defined as being in 
short supply even if there are equivalent alternatives available

• Discontinuations/withdrawals are not considered shortages
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What is not considered a medicine shortage?

• Where a medicine is not yet authorised or which is 
authorised and not marketed in Ireland for commercial 
reasons 

• A delay in supply of a medicine to a pharmacy due to 
logistic reasons or an error in delivery 

• Where normal supply to a wholesale distributor has been 
delayed, but there is sufficient stock at wholesale level that 
normal supply to patients will not be impacted

• Where only one wholesaler is not in a situation to supply 
the particular medicine and others can supply the medicine 
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Supply chain….
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Why do medicine shortages occur?

Each shortage represents an individual set of circumstances. From industry information received by the HPRA, 
we know that:

• Over 60% of shortages relate to delays or breakdowns during manufacturing or a product quality issue

• Manufacturing can also be delayed when an active substance or other ingredient is in short supply. 
Shortages in packaging materials etc can also lead to delays

• Unexpected increased demand can cause or exacerbate certain shortages. This could be due to an increase 
in prescribing of a particular medicine. Greater than anticipated levels of seasonal illness can also result in 
shortages of medicines needed to treat those illnesses
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Supply chain
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Supply chain
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How are medicine shortages handled via the framework?

• The HPRA oversees a multi-stakeholder framework intended to 
address the issue of human medicine shortages in Ireland

• The aim of the framework is to:

1. Help avoid potential shortages from occurring in the first place

2. Reduce the impact on patients when shortages do occur
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Multi-stakeholder framework 
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Responsibilities of Marketing Authorisation Holders MAH

• MAHs are legally obliged, within the limits of their 
responsibilities, to ensure appropriate and continued supplies to 
meet the needs of patients in the State

• Oversight of the supply of their medicines nationally and 
globally allows for alignment of supply & demand

• Assess impact of a shortage on patients, notify the HPRA and 
prepare an appropriate response

10/10/2024 12



Responsibilities of Stakeholders
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HPRA Coordination role



HPRA Coordination role

HCP Reports: shortages@hpra.ie
MAH Notifications: shortages@hpra.ie and cpu@hse.ie

mailto:shortages@hpra.ie
mailto:shortages@hpra.ie
mailto:cpu@hse.ie
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When should medicine shortages be reported/notified?
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Shortage notification

• Early notification of a potential or actual medicine 
shortage is critical in helping to prevent or mitigate a 
shortage 

• The assessment of and response to medicine shortages 
may involve the co-ordination of advice and activities by a 
range of stakeholders and experts

• Impact assessments, shortage notifications and updates 
should be reliable, timely, consistent and comprehensive 
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Impact Assessment

Combines two main considerations: 
1. The availability of therapeutic alternatives and 
2. The potential impact on patients
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Impact Assessment
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Shortages Two Year review data
Source of first notification
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Shortages Two year review data
Therapeutic area impacted 

Cardiovascular



HPRA Website Searchable List
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Weekly Update and Resolved List
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Shortages framework
Options for mitigation

o Determine impact 
o Proposal to address shortage

Regulatory responses

Batch-specific request

Exempt Medicinal Product

Expedited variation for product

Expedited inspection/variation 
for manufacturer, wholesaler

Expedited CD import licence

Engage with other agencies

Communication responses

Patient groups

Pharmacists

Doctors

Hospitals

Website  DHCP Guidelines

Wider stakeholder responses

Increased supply of alternative 
generic, strength or form

Increased supply of appropriate 
alternative 

Equitable distribution practices

Reimbursement codes or hardship 
arrangements

Clinical guidance from HSE/MMP



Practical Example Pabrinex®-MCAG

• HPRA Notified of High Impact Shortage Pabrinex® IV High 
Potency Concentrate for Solution for Infusion, due to a 
manufacturing issue, impacting multiple countries 

• Pabrinex® IV licensed in adults for rapid therapy of severe 
depletion or malabsorption of the water soluble vitamins B and C, 
particularly in alcoholism where a severe depletion of thiamine 
can lead to Wernicke’s encephalopathy

• The shortage was expected to impact Ireland from September 
2024 until Q3 2025

• The Medicines Criticality Assessment Group was convened to 
consider the shortage
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Medicines Criticality Assessment Group (MCAG)
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Practical Example Pabrinex®

• Output of MCAG:
1. HSE led stakeholder engagement within clinical groups
2. HSE Published Clinical Recommendations (led by AIDMP/AHDMP)

MAH mitigation strategy:
• MAH put allocations in place in partnership with their wholesaler at 

wholesale level based on average historical demand
• Due to rationalisation and conservation strategy the shortage is now 

expected to occur February 2025
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Practical Example Fluenz®- Regulatory Flexibility
• Fluenz nasal spray suspension Influenza vaccine (live attenuated, 

nasal) potential shortage notified 2nd October to impact 17th
October

• No alternative medicine authorised
• 2-17 year old children being vaccinated as part of the Health 

Service Executive (HSE) Seasonal Influenza Vaccination 
Programme for 2024/2025

• Company proactively engaged with HSE NIO and HPRA
• HPRA Human Products Authorisation & Registration (HPAR) 

team received an aplication for BSR of Italian stock 3rd October 
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HPRA Batch Specific Requests
• Batch-specific requests (BSR) are accepted for critical medicines which 

hold a marketing authorisation issued by HPRA or by the European 
Commission to bring a batch of product into compliance with its 
marketing authorisation 

• HPRA can facilitate BSR to ensure maintenance of supply of medicines
• BSR are limited in duration (normally no longer than three months) and 

can only be submitted for authorised medicines
• HPRA Guide to Batch-Specific Requests for Human Medicines available 

online
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Practical Example Fluenz®
• HPRA Shortages team engaged with HSE NIO 
• HPRA Human Products Authorisation Registration (HPAR) team 

approve request for BSR of Italian stock 4th October 
• HSE NIO communication to all sites/vaccination sites who receive 

the vaccine notifying them of the BSR Italian packs via National 
Cold Chain Service

• Company email 4th October outlining BSR has averted the 
potential shortage
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Shortages resolution
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HPRA Coordination role
The HPRA’s regulatory remit does not extend to:
• Pricing and Reimbursement
• Operation or Negotiation of Pricing Frameworks 
• Commercial issues
• Sourcing medicines/Purchasing medicines
• Clinical guidance
• Compelling a company to produce a medicine or increase 

production 
• Compelling a company to apply for a marketing authorisation
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recommendations



• understand barriers to 
notification 

earlier 
notifications

• encourage timely 
notification
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Medicine Shortages
EMA expanded mandate and EU strategy



Legislation

• Directive 2001/83/EC obligations on continued supply (Article 81) 
The holder of a marketing authorisation for a medicinal product and the distributors of the said 
medicinal product actually placed on the market in a Member State shall, within the limits of their 
responsibilities, ensure appropriate and continued supplies of that medicinal product to pharmacies 
and persons authorised to supply medicinal products so that the needs of patients in the Member 
State in question are covered.

• Regulation EU 2022/123
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Regulation 2022/123

‘crisis’ ‘peacetime’
public health emergency 
or major event monitoring for issues



European activities focused on shortages



European activities focused on shortages

• European Commission's Pharmaceutical Strategy, where part of the 
work focuses on improving supply chain resilience

• The joint task force of the Heads of Medicine Agency EMA on the 
availability of medicines, which will progress strategies aimed at 
shortage prevention

• The further development of the European Medicinal Product Single 
Point of Contact (SPOC) Working Group, facilitating greater 
communication on shortages that may impact multiple countries

• The introduction of legislation to expand the remit of the EMA to 
enhance coordination of shortages from an EU perspective,

• The European Joint Action on shortages and the inclusion of 
medicine shortages in the European Medicines Agencies Network 
Strategy to 2025
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European Medicines Agency (EMA)

• EMA publishes information on critical shortages monitored at 
EU level by the Medicine Shortages Single Point of Contact 
(SPOC) Working Party

• EMA formally established the SPOC Working Party in May 2022 
in accordance with the Regulation on EMA's Reinforced Role 
(Regulation (EU) 2022/123

• SPOC-WP minutes available online
• Information on critical shortages available 
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Examples of shortage information on EMA website
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Examples of shortage information on EMA website
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Interplay of European activities related to shortages
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Medicine Shortages
Recent Legislative amendments and Future 
National Strategy



Health (Miscellaneous Provisions) Bill 2024
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Health (Miscellaneous Provisions) Bill 2024
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Future of the Framework: Management of Medicines Availability??

• Enhanced governance (Aim to build greater resilience in national medicines supply and to 
enhance the current governance model for medicines availability)

• Development of digital infrastructure  (Aim to develop a national digital system allowing for 
automated monitoring of medicines stock levels which would enhance the ability of the 
health system to track the availability of medicines in the supply chain). Better forecasting of 
availability and a greater capacity to model demand and supply.

• National legislation to align with EU strategy. Mandatory requirement for industry to 
provide notification of potential and actual shortages. Provision to request supply chain 
transparency. Health (Miscellaneous Provisions) Bill 2024
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Any questions?
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