lTALIAN MEDICINES AGENCY

COVID-19 Vaccines damage

compensation' claims:: an overview of the regulatory
and jurisprudential Italian recent scenario

Paphos, Cyprus — 26th—28th May 2026

Dr Diana Amoroso, PhD | Dr Michele Sala, PhD




ITALIAN MEDICINES AGENCY
—_— —

Public Declaration of transparency/interests*

The view and opinions expressed are those of the individual presenter and should not be attributed to AIFA

. L From O to 3 .
Interests in pharmaceutical industry NO Current previous years Over 3 preavious years
DIRECT INTERESTS:
1.1 Employment with a company: pharmaceutical
company in an executive role X 0 0 L] mandatory
1.2 Employment with a company: in a lead role in the
development of a medicinal product X 0 0 L] mandatory
1.3 Employment with a company: other activities X O O [] optional
2. Consultancy for a company X O O [] optional
3. Strategic advisory role for a company X O O [] optional
4. Financial interests X O O [ optional
5. Ownership of a patent X O O [] optional
INDIRECT INTERESTS:
6. Principal investigator X O O [] optional
7. Investigator X O O [] optional
8. Grant or other funding X O O ] optional
9. Family members interests X O O [] optional
10. Serious reasons of convenience X O O [] optional
*Diana Amoroso, in accordance with the Regulation for the prevention and handling of conflicts of interest of the Italian
Medicines Agency, approved by AIFA Board of Directors (Resolution no. 9 - 12 February 2025).

N.B. < I am not receiving any compensation>



ITALIAN MEDICINES AGENCY
—_— —

Public Declaration of transparency/interests*

The view and opinions expressed are those of the individual presenter and should not be attributed to AIFA

. L From O to 3 .
Interests in pharmaceutical industry NO Current previous years Over 3 preavious years
DIRECT INTERESTS:
1.1 Employment with a company: pharmaceutical
company in an executive role X 0 0 L] mandatory
1.2 Employment with a company: in a lead role in the
development of a medicinal product X 0 0 L] mandatory
1.3 Employment with a company: other activities X O O [] optional
2. Consultancy for a company X O O [] optional
3. Strategic advisory role for a company X O O [] optional
4. Financial interests X O O [ optional
5. Ownership of a patent X O O [] optional
INDIRECT INTERESTS:
6. Principal investigator X O O [] optional
7. Investigator X O O [] optional
8. Grant or other funding X O O ] optional
9. Family members interests X O O [] optional
10. Serious reasons of convenience X O O [] optional
*Michele Sala , in accordance with the Regulation for the prevention and handling of conflicts of interest of the Italian
Medicines Agency, approved by AIFA Board of Directors (Resolution no. 9 - 12 February 2025).

N.B. < I am not receiving any compensation>



AAAAAAAAAAAAAAAAAAAA

BACKGROUND

0 The Italian Regulatory Framework: Law 210/1992 - Law 73/2017 * D.L. 44/2021 - Compensation #
Damages

[0 The AIFA’ role in the Covid-19 vaccines context: CMA - Pharmacovigilance - Technical
Contribution in Litigation

[0 Ongoing Litigations: Structure of Proceedings * Causal Link * Compensation Track and Tort Track
0 A Case Study: Labor Court, Milan, Decision no. 965/2026
0 The AIFA’ role in the proceedings: AIFA as a Highly Specialised Body

0 Conclusions: mandatory vaccination * Role AIFA * Two independent and cumulative protection’ pathways



e e R Relevant Legislation

The Italian Regulatory Framework
0 Law 25 February 1992, No. 210 — the Compensation Act

This law recognizes for the first time the right to compensation for anyone who has suffered for a permanent
impairment as a result of mandatory vaccinations, blood transfusions or blood products. The COVID-19 mandatory
vaccination introduced by D.L. 44/2021, converted into law no. 76/2021, falls within the scope of this Act.

[0 Law 4 August 2017, No. 119- Urgent provisions on vaccine prevention

Art. 5-bis establishes that AIFA is a necessary party in all Court proceedings concerning claims for recognition of
compensation under Law no 210/1992 and any other proceedings seeking recognition of vaccine-related damage.

0 D.L. 1° April 2021, No. 44 (converted into Law no. 76/2021)

This law introduced the mandatory vaccination for healthcare staff, with suspension in case of non-compliance. The
legality of the said obligation and its conformity to the Constitutional principles, were confirmed by both the Council of
State (decision no. 7045/2021) and the Constitutional Court (decision no. 14/2023).

[0 Compensation under Law 210/1992 # Damages under Art. 2043 civil code (extra-contractual
liability)

Compensation does not require fault (causal link is sufficient; reduced burden of proof). Damages require full evidence:
a wrongful act, unjust harm, causal link, and fault. The two remedies are independent and can be cumulated.



@A\'F/;" Authorisation, Pharmacovigilance and Litigation

The AIFA’ role in the COVID-19 vaccine context

(1 The Conditional Marketing Authorisation (CMA)

The Council of State (decision no. 7045/2021) clarified that «the “"conditional” nature of the procedure does not
affect the safety of the medicine in any way (which is placed on the market in compliance with the strict EU criteria
on safety, efficacy and quality), nor does it mean that it should be considered a minus from a legal standpoint,
since it «merely requires the holder to complete ongoing studies or conduct new studies in order to confirm that

the risk/benefit ratio is favourable».

0 Pharmacovigilance and Vaccinovigilance

AIFA's pharmacovigilance on COVID-19 vaccines monitors safety through adverse event reports, with periodic

reports showing a favourable benefit-risk profile.

0  Role of AIFA in Litigation

AIFA is joined as a necessary party in two scenarios:

(i) claims under Art. 2043 c.c. for damages of adverse events following COVID-19 vaccination;

(i) proceedings arising from the rejection by the Ministry of Health of the right of indemnity on the basis of law
210/1992.

In both cases AIFA provides the institutional technical-scientific input on the causal link — input which, according to
Constitutional Court judgment no. 14/2023, “cannot be substituted with data from other sources, even if it comes

from "experts ” in the field'".



e e Features of the Litigation

Ongoing Litigations

[0  Scenario 1: a Typical Claim for Compensation under Law 1992, No. 210

Over the last two years AIFA has been involved in circa 200 civil court cases concerning compensation’ requests
related to Covid-19’ vaccination adverse reactions.

In compensation cases, the claim follows an initial denial of the right of indemnity by the Ministry of Health.
Compensation requires a mandatory vaccination and actual damage — permanent impairment of physical or mental
integrity — causally linked to a legal activity as the vaccination, without any fault. The amount is fixed by law.

[ Scenario 2: Typical Damages Claim under article 2043 cod.civ.

In this case all elements of the civil liability must be proven: the wrongful act, the unjust harm, the causal link and —
crucially — the fault of the defendant. The burden of proof is full and lies entirely above the claimant. The amount is
decided by the court on an equitative basis and is higher than the compensation’ one.

[0 The Causal Link: the Key Issue

Case law is unanimous in holding that, in relation to damages from mandatory vaccination, for the purpose of
obtaining compensation under Law No. 210 of 1992 and in damages claims, the burden of proving that the vaccination
was administered, that a health damage occurred and the causal link between them, falls on the claimant.

The temporal criterion is a necessary, but not sufficient, condition to establish a causal link between the vaccination
and the adverse reaction occurred.
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(1) A Case Study: Labor Court, Milan, judgment no.
965/2026

1 The Facts

On 10 March 2021 the AstraZeneca’ vaxzevria vaccine was administered in Milan. In the following days the claimant
developed pain and paralysis in her right lower limb; on 24 March 2021 a thrombosis in her right leg was diagnosed.
Believing that the thrombosis and related permanent effects were attributable to the COVID-19 vaccine, the claimant
brought proceedings before this Court against Astrazeneca SpA and the Ministry of Health, alleging their liability for the
harm she suffered.

7 The Claims

[0  Against Astrazeneca the claimant brought a claim under article 2050 cod.civ., alleging that she suffered harm as
a result of the hazardous activity of manufacturing and marketing medicines and vaccines;
. Against the Ministry of Health, the claimant brought a damages claim under article 2043 cod.civ., alleging the

Ministry’s negligent liability for contributing to the distribution of the vaccine and for failing to prohibit or suspend
its use.

[ No claim was initially made against AIFA, but the Court ordered AIFA to be joined as a necessary party in the
proceedings.



@A"p/i Milan Court, judgment no. 965/2026

(2) The AIFA’s role in the proceedings

[0 AIFA as a «Highly Specialised Body»

[0 The Court sets out the rationale for AIFA's necessary presence in a formula intended to serve as a general principle,
stating that:

«The necessary participation of AIFA in proceedings concerning compensation for vaccine- or drug-related harm serves
the purpose of allowing a highly specialised body to take part in the proceedings and shed light on the authorisation
process for a medicine or vaccine, but does not in itself permit the claimant to introduce new damages claims against
the necessary party».

1 Extending damages claims against AIFA is not admittable: AIFA has a purely scientific role in establishing the causal
link between vaccine administration and the adverse events.
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(3) The judgment of the Labor Court, Milan, no. 965/2026

(1 AstraZeneca — Dismissed (Article 2050 cod. civ.)
The Court classified the production and distribution of vaccines as a hazardous activity under art. 2050 c.c..
However, AstraZeneca proved that it had taken all the appropriate measures to prevent the harm.

In the present case, the Court noted that «Astrazeneca demonstrated that, prior to marketing, it had conducted four
clinical trials on the vaccine’s efficacy in the United Kingdom, Brazil and South Africa involving approximately 24,000
people (doc. 1 AZ), in which no risk of thrombosis emerged as an adverse reaction. On 29 January 2021 the EMA
(European Medicines Agency) recommended to the European Commission that the marketing authorisation (MA) for the
vaccine be granted, subject to conditions (doc. 1 AZ)».

[0 Ministry of Health — Dismissed (Article 2043 cod. civ.)

The Court ruled out any negligence or fault on the part of the Ministry: the vaccination was launched following rigorous
checks by regulatory authorities (EMA, AIFA), which confirmed the favourable risk/benefit relationship.

1 Explicit Reservation on Compensation under Law 210/1992

The Court observed that its conclusions «are related exclusively to civil compensation liability and do not concern the
separate matter of compensation under Law 210/1992», the possible recognition of which does not require proof of fault
and requires only a material causal link.
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Conclusions

[0 The vaccination mandate is lawful; the risk is grounds for compensation

The Constitutional Court (judgment no. 14/2023) confirmed that the legislation imposing a mandatory health treatment
is compatible with Art. 32 of the Constitution when it pursues the protection of collective health. The law deliberately
makes «an assessment of collective and individual interests, on the boundary of what have been called the « tragic
choices» of law». The risk of adverse events is grounds for compensation under Law 210/1992, not a ground for
unconstitutionality.

[0 Two independent and cumulative protection’pathways

A citizen harmed by a Covid-19 vaccine has two distinct and cumulative remedies: to ask for damages, which requires
the proof of the defendant’s fault; and to ask for a compensation, which does not require any fault and is based on a
principle of social solidarity.

The national State takes responsibility for the harmful consequences suffered by the individual in the interest of the
community.

[0 The Role of AIFA

The framework examined highlights AIFA's role from two distinct angles:
[0 as the National Regulatory Authority;

0 as a scientific body of guarantee in judicial proceedings.
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