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Framework definition (2015): manufacturing shortages, distribution 
disruption, regulatory distortions in tenders

Operational Pilot Project related to the 
short supply of some key medicines, 
possibly subject to raking for export 
purposes: 

- Involvement of all relevant 
stakeholders (local authorities 
dealing with GDPs, MAH, 
pharmacists and wholesalers 
associations; MoH traceability 
system, police forces)

- Definition of the different kind of 
«shortages» (scientific approach)

Tavolo Tecnico sulle Indisponibilità



Classified as public by the European Medicines Agency 

Manufacturing shortages, distribution disruptions, tender (H) issues

One of the key points agreed by all stakeholders in the “Shared document on 
distribution of medicines” signed in 2016 (a crucial point in the Italian strategy 
against short supply of medicines) is the distinction between “manufacturing 
shortages” (CARENZE) and “distribution disruption” (INDISPONIBILITÀ): due to 
different roots, calling to different solutions. Later, a third “shortage” was also 
better defined, related to specific issues in the management of hospital tenders.

Tavolo Tecnico sulle Indisponibilità

Related to manufacturing/regulatory 
issues; MAH have to notify it to the 

Agency 4 months in advance, 
according to art. 34, comma 6, del 

D.Lgs. n. 219/2006

Mainly caused by local distribution 
issues (GDP related), to be notified to 

and investigated by the Regional 
authorities.
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Networking: TTI (National Forum on Short Supply of Medicines)
Operational forum, involving
- National (AIFA, MoH, ISS-

CNS) and Regional authorities
- MAH, traders, pharmacists, 

distributors associations
- Technical associations 

(logistic, traceability, software 
houses, manufacturers – 
APIs, medicines/gases…)

- Scientific and professional 
associations (physicians, 
pharmacists, hospitals…)

Since 2015, 49 recorded meetings (generating field operations, training sessions, tools,  
awareness campaigns, publications, conferences, joint statements, guidelines…)
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Networking: TTI (National Forum on Short Supply of Medicines)
• AIFA: Shortages management office (coordination) + Legal department, General directorate, 

Chairman of the board office, Press office 
• Ministry of Health: GDP office, Traceability service (+ Cabinet/Press office, when needed) 
• Local Administrations: Regional authorities (Campania, Friuli Venezia Giulia, Lazio, Liguria, 

Lombardia, Piemonte, Veneto), Autonomous Provinces (Trento, Bolzano)
• Police Forces: Carabinieri NAS
• Technical administrations: Poligrafico e Zecca dello Stato (traceability), SCFM (National 

Armed Forces manufacturing site)
• MAH associations: Egualia (generics), Farmindustria (branded), AIP, AIM (parallel trade)
• Pharmacies associations: Federfarma, Assofarm, FarmacieUnite
• Wholesalers/distributors: ADF, Federfarma Servizi (wholesalers), Assoram (logistic services) 
• Logistic-technical services associations: Assosoftware (software houses association), 

Consorzio DAFNE (traceability)
• Manufacturing: Assogastecnici (medical gases), Federchimica (API manufacturers) 
• Scientific societies: SIFO (hospital pharmacists), FOFI (federation of pharmacists 

professional orders), LICE, AME, AMENS, SIE (clinics - specialists), FIMMG (clinics)
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The 2020 crisis: shortages management (without export ban!)
• Import authorization for structures and MAH
• Search for Italian and foreign suppliers
• Contacts with other administrations for specific issues
• Administrative and logistical support
• Support for MA holders (logistic interventions and derogations, inclusion of pharmaceutical
activities in productive continuity; management procedure Medicinal Oxygen; support for
exchange of critical API suppliers)
• Controlled distribution exercises (Hydroxychloroquine, Lopinavir/Ritonavir, anesthetics).
• Network operations on specific issues (eg refusals of drug distribution)
• Management of international relations (sharing of good practices in the EC network, eg on
regulatory flexibility in medical gas filling; extraordinary initiatives for nonstandard cases, eg
import of experimental drugs from third countries through diplomatic contacts, transport and
distribution of donations from third countries, reporting to HMA/WGEO on traditional Chinese
medicine products found in the distribution network)
• Contacts with foreign countries for mutual support on current and future deficiencies
(support to French and Israeli contacts on midazolam supplies; discussion with EMA/Health
Canada/WHO of the risks of shortages for specific drugs produced in Italy)
• Contacts with the production network for reports from Civil Protection and other
administrations outside the health circuit

Tavolo Tecnico sulle Indisponibilità

https://www.aifa.gov.it/documents/20142/1028586/AIFA_and_hospital_supply_during_the_covid_crisis.pdf
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Generating and promoting good practices

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

https://www.aifa.gov.it/en/farmaci-carenti
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Some examples of the TTI activities and results

https://www.aifa.gov.it/en/il-tavolo-tecnico-indisponibilita 

“Supposed shortage” of medical 
gases (miscommunication) managed 
with MAH/pharmacies

Reinforced traceability and verification 
of stocks for critical medicines 
(managed with IT services and 
distributors/MAH associations)

IT platform for signalling issues in availability 
of medicines in hospitals (related to 
tenders/supplier qualification), set up with the 
Hospital Pharmacists association, SIFO

Webpage for patients information 
on shortages mitigation for epylepsy 
medicines (in cooperation with the 
relevant clinics association)

“What to do” shortages 
guideline for pharmacists, 
developed and distributed 
by TTI

https://www.aifa.gov.it/en/il-tavolo-tecnico-indisponibilita
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Good practices sharing via guidelines and EU projects
AIFA developed and coordinates the CHESSMEN project (EU Joint Action on 
Shortages), building on our previous experiences in counteracting 
pharmacrime (Fakeshare, Medi-Theft EC projects led by AIFA) that allowed 
us the in depth study of the distribution network (as the TTI was built on the 
Volcano Operation experience). 

CHESSMEN will allow the sharing of existing and new good practices, from 
Italy and other MS, as for instance
- FEC - the web platform for MAH for the notification of shortages, 
- SCFM – the National Manufacturing/Importing firm involved in shortages 
mitigation) 
- the IG shortages guideline, 
- the AIFA-Regional training on shortages
- the software alerts on shortages for pharmacists and physicians
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Stakeholders involvement: “Shortages Alert” in pharmacy softwares

PHARMACY SOFTWARE: 
• Partners, Federfarma, AssoSoftware 
• Status: completed (use promotion)

PHYSICIAN SOFTWARE: 
• Partners, AssoSoftware, FIMMG, 
Regione Liguria 
• Status: ongoing (beta version)
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Case study: Ozempic shortage (2023-2024)

In Italy mitigation measures granting a 
centralized and controlled distribution have 
been put in place from February 2023, 
through the involvement of all relevant 
stakeholders: MAH, Regional authorities, 
distribution network, scientific associations. 

Communication – a key element in the 
strategy - was also managed by involving the 
relevant stakeholders: eg, the measure was 
promoted via DHPC.
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Case study: Ozempic shortage (2023-2024)

Based on initial assessments and subsequent 
follow up activities, it can be confirmed that 
in Italy the off-label use of Ozempic is 
negligible, if not completely absent. 

The impact on the shortage of Ozempic is 
evidently positive; currently, all dosages are 
(formally) declared in shortage, but only to 
allow the quota distribution to be managed.
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Case study: Ozempic shortage (2023-2024)
The model applied in Italy provides that:

1) the Regions purchase Ozempic packs directly from the MAH and then distribute the 
packs to pharmacies that dispense to patients with a reimbursable medical 
prescription (for strictly on-label indications). This model is called "Distribuzione per 
conto" (DPC), that is, distribution by pharmacies on behalf of the Regions.

2) the MAH is applying a quota to the Regions, in order to avoid hoarding 
phenomena; furthermore, the product is not placed in the "free" distribution 
channels. In the event of an emergency, pharmacies can request packages from the 
MAH SOS service (in 2023 the use of this service for Ozempic is negligible).

In summary: The centralized and controlled distribution of Ozempic in Italy has 
increased the availability of the medicine to patients and has made off-label use 
negligible (if not null).



Classified as public by the European Medicines Agency 

https://www.aifa.gov.it/crimine-farmaceutico - https://www.aifa.gov.it/en/farmaci-carenti 
d.digiorgio@AIFA.gov.it, TTI-distribuzione@aifa.gov.it 

https://www.aifa.gov.it/crimine-farmaceutico
https://www.aifa.gov.it/en/farmaci-carenti
mailto:d.digiorgio@AIFA.gov.it
mailto:TTI-distribuzione@aifa.gov.it
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