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Medicine shortages in Europe
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Notified products in National shortage list

Focus on Italian situation (*)

No. 116 ongoing shortages 
are reported in FDA database 
(https://www.accessdata.fda.gov/scripts/
drugshortages/)



Root causes

Time trends in reported root causes of shortages

2016 2017 2018 2019 2020

Quality & Manufacturing issues 52% 49% 48% 58% 51%

Commercial reasons 24% 31% 35% 19% 18%

Unexpected increased demand 2% 4% 4% 10% 19%

Distribution issues 14% 13% 9% 8% 4%

Regulatory issues 4% 3% 4% 5% 4%

Unpredicted major events or
natural disasters 1% 0% 0% 0% 4%

Other issues 3% 1% 1% 0% 0%
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Manufacturing-related factors that have affected the ability 
of manufacturers to ensure appropriate and continued supply 

Notifications for categories containing products 
most used in COVID-19 treatment 



Three-level risk control strategies

Shortage risk assessment

Preventing/mitigating strategies

Manufacturers Healthcare services
The heterogenicity in terms of risk assessment (e.g., FMEA, RCA,
HFMEA, HACCP) and corrective strategies adopted in the European
hospitals.

Color-coded flowchart highlighting similar patterns in sub-processes across 
health-care failure mode and effect analysis (HFMEA) study hospitals.

Miljković et al. Front. Med., 2020, https://doi.org/10.3389/fmed.2020.00157
Miljković et al. Front. Med., 2020 https://doi.org/ 10.3389/fphar.2020.00357 

CA15105 - European Medicines Shortages Research Network -
addressing supply problems to patients (Medicines Shortages)



Preventing/mitigating strategies

The guidance provides information on: 
• SHORTAGE DEFINITION
• What issues should be reported by MAHs 
• Who is responsible for monitoring supply 

and reporting shortages
• When should a notification be made
• Who should be notified
• What information should be included in 

notifications

Regulatory authorities

“A shortage of a medicinal product for 
human or veterinary use occurs when 

supply does not meet demand at a 
national level.” 



Shortage 
(carenza)

A shortage of a medicinal product for human or
veterinary use occurs when supply does not meet
demand at a national level (HMA/EMA guideline)

Unavailability
(indisponibilità)

Delivery-related issues caused by distortions in
distribution dynamics (e.g., parallel trade,
distribution inefficiencies)

Missing hospital supply
(mancata fornitura ospedaliera)

Medicines whose supplies are temporarily not
guaranteed in the quantities and times intervals
indicated in the supply contracts of healthcare
structures/ regional purchasing center

https://www.aifa.gov.it/en/web/guest/farmaci-carenti

Regulatory authorities
Heterogenicity of shortage definition at national level

e.g., AIFA distinguishes: 



Preventing/mitigating strategies
To improve cooperation

SINGLE NATIONAL POINTS OF CONTACT (SPOC) have been created to 
facilitate sharing of the information about nationwide medicine 
shortages and the coordination of emergency plans among the HMA 
members and the EMA.

COVID-19!! Each pharmaceutical company is appointing a single contact 
point (industry single point of contact or i-SPOC) who will report to EMA 
all ongoing or anticipated shortages of medicines used for treating 
COVID-19, irrespective of their authorisation route. 



Preventing/mitigating strategies

The guidance provides: 
• […]
• What information should be included in notifications

To improve information sharing



Mitigating strategies

The guidance aimed to enhance and align the European 
communication on a shortage to improve the awareness of 
healthcare professionals and patients and the cooperation among 
European stakeholders

To improve comunication to the public



Mitigating strategies
adopted by EU member states

Imports and distribution
• Exceptional imports of medicines not authorized in the MS

• Possibility to set quotas for the distribution of medicines 

• Possibility to issue authorizations in absence of application 

• Temporary derogatory authorization of medicines (e.g., 

packaging in another language; products close to expiry date; 

formal error in application) 

Additional obligations on MAHs and distributors 
• Obligation to supply directly to pharmacies and other 

end-distributors upon request 

• Obligation to import alternative medicines in case of 

shortage 

Information 
• Advanced disclosures on stocks available and/or operations 

of MAHs and distributors

• Specific disclosure requirements in case of withdrawal 

Pharmacies, medical institutions, and end-users 
• Minimum stock by pharmacies or healthcare units 

• Daily reporting on stocks by pharmacies 

• Warning of supply issues by pharmacists (and patients) 

Reimbursement of medicines 
• Limited reimbursement of medicines as a result of shortages 

Other 
• Exceptional manufacturing activities by the State 

• Centralized purchasing and stockpiling at national level 

• Prevention and/or mitigation plans required from MAHs 

• Obligation to collaborate with the authorities 

• Possibility for the NCA to declare shortages or risk thereof 

independently of notifications 

• Ad-hoc agreements with MAHs

• Surveillance program and inspections 

Exports 
• Restrictions on parallel exports (and supporting measures) 

• Mandatory notification of exports 

Strategies adopted in Italy



• Bias between numbers and how they are 
perceived;

• Harmonized metrics and impact assessment 
methodologies.

What are the problems still 
on the ground?

…to improve the communication and cooperation among the 
European Countries and pharmaceutical stakeholders.
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Notification item in National shortage list

The map below shows the percentage of pharmacists in 
each country reporting a shortage occurring on a weekly 

or even daily basis (based on EAHP report, 2018).
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Generic medicine substitution is legally allowed? No No Yes Yes Yes Yes Yes Yes Yes

Numbers and how they are perceived

vs

Medicines for Europe - Market Review – European Generic Medicine Markets 2020 

“A potential solution to mitigate the impact of shortages, is to 
enable pharmacists to independently decide on appropriate 
substitutions for a medicine in shortage and dispense this directly 
to the patient without mandating consultation with a prescriber.”



Shortage
MAH notification

Adoption of prevention strategies 

Effective?

FDA shortage list; 
Communication to the 
public and healthcare 

professionals

Emergency is over

yes no

MAH notification

EMA/National Competent Authorities

EMA/national shortage list; 
Communication to the public and 

healthcare professionals

Communication to the public Information sharing using 
SPOC/i-SPOC system

Publicly available guidelines

Adoption of corrective 
strategies

No publicly available guidelines

Effective?

Emergency is over
yes no

New!!



Musazzi et al. Int J Pharm (2020), doi:  10.1016/j.ijpharm.2020.119171

Algorithm to define
the shortage impact 

on patient health

Notification 
process

EMA/National competent 
Authorities

Metrics and risk assessment of shortage impact

Level Score
I A. Life-supporting, life-sustaining or rare diseases;

B. Serious or debilitating diseases (acute or chronic);
C. Other diseases

II a. Not more than two medicinal products containing drug 
substances in the same ATC level III or IV;

b. More than two medicinal products for the same ATC level III, 
but not for the same ATC level IV; 

c. More than two medicinal products containing drug 
substances in the same ATC level IV, but no generic products 
are available for the same ATC level V; 

d. More than two generic products for the same ATC level V.
III 1. Market shares higher than 50% (annual product volumes);

2. Market shares between 25-50% (annual product volumes);
3. Market shares lower than 25% (annual product volumes).



…to improve resilience 
of manufacturing and 
distribution chains 

(Regulatory Authorities and other subjects involved in national  pharmaceutical 
distribution chains and healthcare systems) 

Based on shortage impact assessment, adoption of the 
most appropriate preventive/mitigation strategies…

Algorithm to define
the shortage impact 

on patient health

Notification 
process

…to control 
export/import

…to improve economic 
sustainability

…to communicate to the 
public

e.g., economic incentives to sustain 
manufacturers of less profitable 

medicines with a high shortage impact 

EMA/National competent 
Authorities

e.g., block of exportation of medicines 
with a high/medium shortage impact 

e.g., communication channels selected 
based on drug shortage impact 

e.g., exceptional manufacturing 
activities by Member States for 

medicines with a high shortage impact.

Metrics and risk assessment of shortage impact

Musazzi et al. Int J Pharm (2020), doi:  10.1016/j.ijpharm.2020.119171



Thank you 
for your kind attention!


