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Setting the scene
• Prevention is essential

‐ Industry stakeholders have demonstrated continuous improvement with the help of 
regulators

‐ Immediate actions in case of health and other crises 
• Prevented stock outs, or
• From getting worse due to increasing demand

• There is the need for different ‘best practice’ solutions

Drug Shortage Prevention

Stages in the 
supply chain

Active ingredient, excipients, 
medicinal product, packaged, imported

Product 
modalities

Small molecule, Biotech, ATMP, 
Medicinal gases, Plasma derived products

Phases in 
the product 
life‐cycle

Originator, IP protected,
Generics, Biosimilars

Patient 
populations

Commodity, Some million 
patients, Orphan medicine
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Potential modification of the  graphic from page 4 of the Good Practices draft 
guideline, EMA/760980/2022, 21 October 2022; shared with stakeholders

MoH, NCA

Feedback on EMA’s Good Practice Guideline

• Stakeholders and their role in the supply chain
‐ Can there be one list for ‘critical medicines’ and one reporting system across EU?

‐ What is the role of geopolitical factors and the influence from media?

‐ How does every stakeholder realise their influence? 
Consider e.g.,
• Unintended consequences of any action taken 
• The inter-related environment 
• Focusing on the need of the patients

• The MAH is not able to fulfil the 
responsibility alone
‐ How can the Marketing Authorisation Holder (MAH) get 

information after manufacturing?

‐ How can industry achieve more visibility on the ‘demand’?

Drug Shortage Prevention

Media
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Areas requiring attention

Leveraging flexible and agile 
regulatory framework without 
undue burden on MAHs

Optimising inter-connected 
multi-stakeholder processes 
and interactions

Drug Shortage Prevention

• How to eliminate extensive and redundant efforts?
• How to focus additional measures on ‘critical-medicines’ only?
• How to increase transparency and data sharing without 
compromising legitimate economic needs or creating harm?
• How to work towards global regulatory convergence?

• What regulatory limitations on manufacturing and distribution 
can be eliminated without increasing risk to patients?
• How can post-approval CMC changes be accelerated for 
timely continual improvement?

• How can each stakeholder and media become more aware and 
better in realizing their influence for patients?
• How can stakeholders co-create solutions to minimise sub-
optimal processes and unintended consequences for each other? Streamlining and 

aligning regulatory 
processes

Implement risk-based approaches

Appropriate 
forecasting

• Who defines the demand?

Communication
Strategy
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Update on ongoing or planned industry initiatives
• Manufacturing capacities to strengthen Europe’s resilience

‐ Securing and diversifying global supply chains with an enhanced internal and contracted 
manufacturing footprint in Europe

• Drug shortage prevention plan established based on a risk-based approach
‐ How can one template be applied all over Europe per stage in the supply chain?
‐ How can we focus on ‘critical’ medicinal products only and share with regulators?

• ‘Best practice’ tools are 
‐ Available
‐ Trained
‐ Maintained

Drug Shortage Prevention

*Risk-based approach for prevention and management of Drug Shortage Open access & further Drug Shortages Initiative, for trainnig see e.g., PDA, ISPE

System 
specific

Product 
specific

Established activities*
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Holistic, 
multi‐stakeholder

Science & risk‐based 
approach

Each stakeholder shall 
realise their influence

From stakeholder-focused to patient-centered
Drug Shortage Prevention

Transparency

Solutions

Requirements

Fit for purpose

Manufacturer MAH Wholesale distribution

Governments

Media
HCP
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Additional Details
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Abbreviations
Drug Shortage Prevention

Abbreviation Stands for
API Active Pharmaceutical Ingredient

ATMP Advanced therapy medicinal products

CMC Chemistry. Manufacturing, Control

ECDC European Centre for Disease Control

ESMP European Shortages Monitoring Platform, provided by EU Regulation 2022/123

ICH International Council of Harmonisation

IP Intellectual property

MAH Marketing Authorisation Holder

MoH Ministry of Health

NCA National Competent Authority

PDMP Plasma Derived Medicinal Product

RUP Repeat Use Procedure

SPP Shortage Prevention Plan
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Participating Associations
Drug Shortage Prevention

Logo Abbreviation Stands for Link

‐ Affordable Medicines Europe https://affordablemedicines.eu/

EIGA European Industrial Gases Association https://www.eiga.eu/

EIPG European Industrial Pharmacists Group https://eipg.eu/

EFPIA European Federation of Pharmaceutical Industries and 
Associations* https://www.efpia.eu/

EUCOPE European Confederation of Pharmaceutical 
Entrepreneurs https://www.eucope.org/

EuropaBio European Association for Bioindustries https://www.europabio.org/

GIRP European Healthcare Distribution Association https://www.girp.eu/

ISPE International Society for Pharmaceutical Engineering* https://www.ispe.org/

‐ Medicines for Europe https://www.medicinesforeurope.com/

PDA Parenteral Drug Association* https://www.pda.org/

PPTA Plasma Protein Therapeutics Association https://www.pptaglobal.org/

VE Vaccines Europe https://www.vaccineseurope.eu/
*Prevention of drug shortages based on quality and manufacturing issues, EMA & Inter-Associtaion team, 2014, link
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EMA draft guidance on shortage prevention
Proposed best practices recommendations for drug shortage prevention

1. Notify the NCA of a potential or actual shortage as soon as possible in advance of any shortage

2. Increase transparency relating to shortage information. 

3. MAHs should increase the accuracy of notification detail provided. 

4. All actors* should each have a shortage prevention plan specific to their role.

5. All actors* should each have a shortage management plan to respond to issues resulting in shortages

6. Optimise PQS to strengthen the reliability and resilience of supply chains throughout the lifecycle of a medicine

7. Increase resilience in the supply chain, taking into account known vulnerabilities

8. Improve communication between stakeholders

9. Promote fair and equitable distribution to meet the needs of patients

10. Take appropriate steps to minimise the risk of parallel trade or export exacerbating shortages 

Drug Shortage Prevention

*Links to such actors in the supply chain to be e.g., MAHs, manufacturers and wholesalers
Draft Good practices for the prevention of human medicinal product shortages, EMA/760980/2022, 21 October 2022, draft shared with stakeholders
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Key points by associations

Associations in alphabetical order

Drug Shortage Prevention:
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https://efpia.box.com/s/rr3sy57bqpb91hd23z8s3bmeukwctvp0
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