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Data

Ing. Daniela Seneca

Agenda

• New Legislative Framework e standard armonizzati
• AI Act, definizioni e termini chiave
• Scopo, implicazioni e ambito di applicazione
• Classificazione dei sistemi di IA ad alto rischio
• Interplay con altri regolamenti
• Requisiti per i sistemi di IA ad alto rischio
• Modelli di IA per finalita’generali
• AI governance, sandboxes
• Enforcement and penalties
• Timelines
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Daniela Seneca linkedin profile

http://www.ording.roma.it/
https://www.linkedin.com/in/daniela-seneca-784bb928/


Data

Ing. Daniela Seneca

New Legislative Framework

NLF: https://single-market-economy.ec.europa.eu/single-market/goods/new-legislative-framework_en

European approach to AI: https://digital-strategy.ec.europa.eu/en/policies/regulatory-framework-ai
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Stato dell’arte e standard armonizzati per l’AI Act

• AI Act standardisation request (https://ec.europa.eu/growth/tools-databases/enorm/mandate/593_en)

• ISO/IEC AI standards (https://www.iso.org/committee/6794475/x/catalogue/p/1/u/0/w/0/d/0)

• CEN/CENELEC AI standards 
(https://standards.cencenelec.eu/dyn/www/f?p=205:32:0::::FSP_ORG_ID,FSP_LANG_ID:2916257,25&cs=1827B89DA69577BF3631EE2B6070F207D)

• drafting harmonised standards for the AI Act (https://www.cencenelec.eu/media/CEN-CENELEC/AreasOfWork/CEN-CENELEC_Topics/Artificial%20Intelligence/jtc-21-
harmonized-standards-webinar_for-website.pdf)

• European Commission position on AI Act related standards (https://publications.jrc.ec.europa.eu/repository/handle/JRC139430)
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Definizione di sistema di IA

“a machine-based system 
designed to operate with varying 

levels of autonomy, that may 
exhibit adaptiveness after 

deployment and that, for explicit 
or implicit objectives, infers, 

from the input it receives, how to 
generate outputs such as 

predictions, content, 
recommendations, or decisions 

that can influence physical or 
virtual environments”
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(180) Considerando (pagine 1-44) 31%

113 Articoli in XIII capi (pagine 44-123) 55%
CAPO I DISPOSIZIONI GENERALI
CAPO II PRATICHE DI IA VIETATE
CAPO III SISTEMI DI IA AD ALTO RISCHIO
CAPO IV OBBLIGHI DI TRASPARENZA PER I FORNITORI E I DEPLOYER DI 

DETERMINATI SISTEMI DI IA
CAPO V MODELLI DI IA PER FINALITÀ GENERALI
CAPO VI MISURE A SOSTEGNO DELL'INNOVAZIONE
CAPO VII GOVERNANCE
CAPO VIII BANCA DATI DELL'UE PER I SISTEMI DI IA AD ALTO RISCHIO
CAPO IX MONITORAGGIO SUCCESSIVO ALL'IMMISSIONE SUL MERCATO, 

CONDIVISIONE DELLE INFORMAZIONI E VIGILANZA DEL MERCATO
CAPO X CODICI DI CONDOTTA E ORIENTAMENTI
CAPO XI DELEGA DI POTERE E PROCEDURA DI COMITATO
CAPO XII SANZIONI
CAPO XIII DISPOSIZIONI FINALI

Allegati I-XIII (pagine 123-144) 14%

AI Act - Regulation (EU) 2024/1689: https://eur-lex.europa.eu/eli/reg/2024/1689/oj

REGOLAMENTO (UE) 2024/1689 DEL PARLAMENTO EUROPEO E DEL 
CONSIGLIO

http://www.ording.roma.it/
https://eur-lex.europa.eu/eli/reg/2024/1689/oj
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Operatori economici
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Definizioni (art.3)

3) «fornitore» o «provider»: un organismo che sviluppa un sistema di IA o un modello di IA per
finalità generali o che fa sviluppare un sistema di IA o un modello di IA per finalità generali e
immette tale sistema o modello sul mercato con il proprio nome o marchio;

4) «deployer»: chi utilizza un sistema di IA sotto la propria autorità (tranne che per
attivita’personale non professionale);

5) «rappresentante autorizzato»: una persona fisica o giuridica ubicata o stabilita nell'Unione che
ha ricevuto e accettato un mandato scritto da un fornitore di un sistema di IA o di un modello di IA
per finalità generali;

6) «importatore»: una persona fisica o giuridica ubicata o stabilita nell'Unione che immette sul
mercato un sistema di IA recante il nome o il marchio di una persona fisica o giuridica stabilita in
un paese terzo;

7) «distributore»: una persona fisica o giuridica nella catena di approvvigionamento, diversa dal
fornitore o dall'importatore, che mette a disposizione un sistema di IA sul mercato dell'Unione;

operators

Provider Deployer Importer Distributor Product 
Manufacturer

Authorised
representative

http://www.ording.roma.it/
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Provider vs Deployer
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Ambito di applicazione - Art.2(1)

New Legislative Framework & AI Act pag. 9

Providers, within or outside the EU, who introduce AI systems in the EU market.

Deployers of AI systems located in the EU.

AI providers and deployers located in a 3rd country if the output of the AI system is used in the EU 

Importers and distributors of AI systems in the EU market.

Manufacturers placing products with embedded AI systems on the EU market under their 
trademark. 

Authorised representatives of providers, which are not established in the Union.

Affected persons that are located in the Union.
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Eccezioni - Art.2(3-12)
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Activities involving the research 
and development of AI systems 

before they are released for 
commercial use or operational 

deployment. 

AI systems designed exclusively 
for the “sole purpose” of 

scientific research and 
development. 

AI systems used for military or 
defense purposes.

Free and open-source software 
is generally not subject to 

regulation unless it is 
categorized as unacceptable or 

high-risk AI application or a 
high-impact GPAI model.

AI systems that were put on the 
market before the applicability 
of the AI Act. They fall under 

the AI Act if they undergo 
substantial modification.

AI Systems used in purely 
personal non-professional 

activity.
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Un approccio basato sul rischio
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Unacceptable Risk (Chapter II)
Prohibited (Art. 5)

High-Risk AI systems (Chapter III)
Conformity assessment (Art. 43) 

CE Marking (Art. 48)

Limited Risk (Chapter IV)
Transparency obligations (Art. 50)

Minimal or no Risk (Chapter V, Sec 4)
No restrictions. Voluntary codes of practice (Art. 56) 

Not mutually exclusive!

Subliminal techniques, exploit vulnerabilities,
social scoring, emotion recognition, real-time
remote biometric identification systems in
publicly accessible places by law
enforcement (with exceptions).

Biometric identification, categorisation and
emotion recognition, critical infrastructure,
education, employment, essential services,
law enforcement, migration, justice.

Chatbots, Biometric categorisation systems,
emotion recognition, deep fake.

AI-enabled videogames, Spam filters,
predictive maintenance, process
optimisation.
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Sistemi IA proibiti - Art.5
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Sistemi IA ad alto rischio - Art.6
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The bulk of the regulation pertains to high-risk AI systems::

• AI used as a safety component of a product / AI
system is itself a product + falls under sectorial
legislation in Annex I + third party assessment
required (e.g., medical devices, machinery)

1

2
• Certain (stand-alone) AI systems in Annex III (e.g.

real-time remote biometric identification systems in
publicly accessible places by law enforcement)
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Allegato I, Sezione A
Elenco della normative di armonizzazione dell’Unione in 

base al nuovo quadro legislativo (NLF)
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Allegato I, Sezione B
Elenco di alter normative di armonizzazione dell’Unione
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Allegato III
Sistemi di IA ad alto rischio, Art.6(2)
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Standalone high-
risk AI systems

Examples

Biometric 
identification, 
categorisation and 
emotion 
recognition

AI systems used for facial 
recognition

Management and 
operation of 
critical 
infrastructure

AI systems used in road 
traffic, the supply of water, 
gas, heating, and electricity. 

Educational and 
vocational training

AI systems used in evaluating 
students on test required for 
university admission. 

Law enforcement
AI systems used  for 
detection, investigation, or 
prosecution of criminal 
offenses.

Standalone high-
risk AI systems Examples

Migration, asylum 
and border 
management

AI systems that identify a person who, 
during an identity check, either refuses 
to be identified or is unable to state or 
prove his or her identity. 

Employment, 
worker 
management, and 
access to self-
employment

AI systems used to place targeted job 
advertisements, to analyse and filter job 
applications, and to evaluate candidates. 

Administration of 
justice and 
democracy

AI systems aimed at helping analyse and 
interpret  facts regarding judicial 
authority

Access to and 
enjoyment of 
essential services 
and benefits

AI systems used for Creditworthiness 
evaluation of natural persons. 
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Altre eccezioni, Art.6(3)
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• Standalone AI systems will not be deemed
high-risk if they do not pose a significant risk
of harm to the health, safety or fundamental
rights of natural persons, including by not
materially influencing the outcome of
decision making.

• The system will not be considered high risk if it
meets certain criteria, for example, if it is only
intended to perform a narrow procedural task
or improve the result of a previously
completed human activity.

• An AI system will always be considered high-
risk if the AI system performs profiling of
natural persons.
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Obblighi di trasparenza per fornitori e deployers di 
determinati sistemi di IA, Art.50
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Chatbots and AI 
Interacting with 
People

Emotion Recognition 
and Biometric 
Categorisation

Synthetic Media 
Generators Deepfakes

AI-Generated Public 
Information
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Sistemi IA a basso rischio, Art.56
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Interplay con altri regolamenti
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• AI Act draws on the New Legislative Framework (NLF).
• A single AI system may be affected by different EU laws.
• NLF legal acts are built on the legal concept that whenever a

matter is regulated by two rules, the more specific one should
be applied first.

• Avoid double-regulatory burden - AIA explanatory
memorandum:
“With regard to the interplay of requirements, while the safety risks specific to AI 

systems are meant to be covered by the requirements of this proposal, NLF legislation 
aims at ensuring the overall safety of the final product and therefore may contain 
specific requirements regarding the safe integration of an AI system into the final 

product.”
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Requisiti per i sistemi IA ad alto rischio
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Requirements on risk management system

Risk management measures and testing

Data and data governance practices

Technical documentation requirements

Record-keeping and logging capabilities

Transparency and instructions for use requirements

Human oversight

Accuracy, robustness and cybersecurity requirements
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Requisiti per I sistemi IA ad alto rischio
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Sistema di gestione dei rischi, Art.9
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Established, 
implemented, 
documented & 

maintained

Continuous iterative 
process planned & run 
throughout the entire 

lifecycle

Risks to health, 
safety & 

fundamental rights 

Reasonably foreseeable 
misuse

Post-market monitoring 
system

Risk management 
measures
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Misure di gestione dei rischi, Art.9
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Effects & interactions

Acceptable residual & overall risks

Reduction through design & development

Control measures

Provision of information & training

Specific considerations on technical knowledge, experience, education, 
environment and to vulnerable groups
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Procedure di prova, Art.9
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High-risk AI systems shall be tested in order to ensure that they 
perform in a manner that is consistent with their intended 
purpose and they are in compliance with the requirements.

Testing procedures may include testing in real world conditions.

Testing shall be performed prior to the placing on the market or 
putting into service, against preliminary defined metrics and 
probabilistic thresholds.
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Dati e governance dei dati, Art.10
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Design choices Data collection 
processes

Data preparation 
(annotation, labelling, 
cleaning, enrichment, 

aggregation)

Prior assessment Biases Data gaps or 
shortcomings
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Requisiti dei data set di addestramento, validazione e 
test, Art.10
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Relevant

Representative

Free of errors

Complete

Appropriate statistical properties

Specific geographical, behavioural or functional setting

Bias monitoring, detection and correction

Pseudonymisation or encryption
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Documentazione tecnica, Art.11
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AI system description

AI system elements & development

Detailed monitoring, functioning and control of the AI system

Performance metrics & appropriateness

Risk management system

Changes through lifecycle

Harmonised standards or other solutions applied

Declaration of conformity

Post market monitoring plan
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Conservazione delle registrazioni (logs), Art.12
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Trasparenza e fornitura di informazioni ai deployer, Art.13
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Sorveglianza umana, Art.14
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Accuratezza, robustezza e cybersecurity, Art.15

New Legislative Framework & AI Act pag. 32

http://www.ording.roma.it/


Data

Ing. Daniela Seneca

Requisiti per i sistemi IA ad alto rischio
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Requirements on risk management system

Risk management measures and testing

Data and data governance practices

Technical documentation requirements

Record-keeping and logging capabilities

Transparency and instructions for use requirements

Human oversight

Accuracy, robustness and cybersecurity requirements
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Obblighi di trasparenza per i fornitori e i deployers di determinati sistemi 
di IA, Capo IV Art.50
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Chatbots and AI 
Interacting with 

People

• The provider 
must inform 
individuals 
about their 
interaction 
with an AI 
system if it is 
not obvious 
to the user.

EXC: law 
enforcement

Emotion Recognition 
and Biometric 
Categorisation

• The deployer 
must inform 
individuals 
exposed to the 
system about its 
operation &
process personal 
data in 
compliance with 
the relevant data 
protection laws 
(e.g., GDPR)

•EXC: law 
enforcement

Synthetic Media 
Generators

•The provider 
must ensure that 
synthetic AI 
outputs are 
marked in a 
machine-
readable format 
and detectable 
as artificially 
generated or 
manipulated.

• EXC: 1) AI systems 
used for standard 
editing assistance 2) 
AI systems that 
don’t significantly 
alter the input data 
or its meaning 3) 
law enforcement

AI-Generated Public 
Information

•The deployer 
must disclose 
that the text, 
which is 
published for the 
purpose of 
informing the 
public on 
matters of public 
interest, is 
artificially 
created or 
modified.

EXC: 1) content 
reviewed by 
human or 
editorial control
2) Law 
enforcement

Deepfakes

•The deployer 
must disclose to 
individuals that 
the content has 
been artificially 
produced or 
modified.

EXC: 1) Artistic or 
creative works 
where 
transparency 
does not hinder 
enjoyment 2) 
Law 
enforcement
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Modelli di IA per finalita’generali:
definizioni (63-68), Capo V (Art.51-56), Allegati XI, XII, XIII
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Obblighi dei fornitori di modelli di IA per finalità generali, Art.53

New Legislative Framework & AI Act pag. 36

Providers must maintain up-to-date technical documentation, including 
training, testing, and evaluation results.

Make information and documentation available to providers integrating the 
GPAI into their products, ensuring compliance and understanding of model 
capabilities.

Publicly share a summary of training content and data used.

http://www.ording.roma.it/


Data

Ing. Daniela Seneca

Sandboxes, misure a sostegno dell’innovazione (Capo VI)
& governance (Capo VII)
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EU Level Governance Bodies

AI OFFICE 
-Central enforcement body for GPAI

- Participates in the Board with no 
vote

-monitoring security risks associated 
with GPAIs, in coordination with 

national authorities

SCIENTIFIC PANEL OF 
INDEPENDENT EXPERTS
-Assisting EU AI Office, 

particularly for GPAI 
-Independent experts 

appointed by the European 
Commission

EUROPEAN ARTIFICIAL INTELLIGENCE 
BOARD 

-comprising representatives from 
Member States

-Advising EU AI Office & Member 
States coordination national 

competent authorities, advice on 
implementation and enforcement 

-European Data Protection 
Supervisors participates as observer

ADVISORY FORUM 
-Expert panel supporting 

technical issues
-Representatives from 

industry, academia, civil 
society, SMEs

-Issuing opinions, 
recommendations, and written 

contributions

National Level Governance 
Bodies

NOTIFICATION AUTHORITY 
-Notifies Notified Bodies for 

Third-Party Conformity 
Assessment

MEMBER STATES’ MARKET 
SURVEILLANCE AUTHORITIES

-Enforcing compliance with AIA 
requirements, issuing 

penalties, and coordinating 
with AI Office

-Single point of contact: Each 
member states designates one 

authority to be the primary 
contact for enforcement
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Enforcement and penalties
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Timelines
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GRAZIE PER L’ATTENZIONE

Ing. Daniela Seneca
daniela.seneca@bsigroup.com

Data

Ing. Daniela Seneca

pag. 40
New Legislative Framework & AI Act

http://www.ording.roma.it/

	Diapositiva numero 1
	Agenda
	New Legislative Framework
	Stato dell’arte e standard armonizzati per l’AI Act
	Definizione di sistema di IA
	Diapositiva numero 6
	Operatori economici
	Provider vs Deployer
	Ambito di applicazione - Art.2(1)
	Eccezioni - Art.2(3-12)
	Un approccio basato sul rischio
	Sistemi IA proibiti - Art.5
	Sistemi IA ad alto rischio - Art.6
	Allegato I, Sezione A�Elenco della normative di armonizzazione dell’Unione in base al nuovo quadro legislativo (NLF)
	Allegato I, Sezione B�Elenco di alter normative di armonizzazione dell’Unione
	Allegato III�Sistemi di IA ad alto rischio, Art.6(2)
	Altre eccezioni, Art.6(3)
	Obblighi di trasparenza per fornitori e deployers di determinati sistemi di IA, Art.50
	Sistemi IA a basso rischio, Art.56
	Interplay con altri regolamenti
	Requisiti per i sistemi IA ad alto rischio
	Requisiti per I sistemi IA ad alto rischio
	Sistema di gestione dei rischi, Art.9
	Misure di gestione dei rischi, Art.9
	Procedure di prova, Art.9
	Dati e governance dei dati, Art.10
	Requisiti dei data set di addestramento, validazione e test, Art.10
	Documentazione tecnica, Art.11
	Conservazione delle registrazioni (logs), Art.12
	Trasparenza e fornitura di informazioni ai deployer, Art.13
	Sorveglianza umana, Art.14
	Accuratezza, robustezza e cybersecurity, Art.15
	Requisiti per i sistemi IA ad alto rischio
	Obblighi di trasparenza per i fornitori e i deployers di determinati sistemi di IA, Capo IV Art.50
	Modelli di IA per finalita’generali:�definizioni (63-68), Capo V (Art.51-56), Allegati XI, XII, XIII
	Obblighi dei fornitori di modelli di IA per finalità generali, Art.53
	Sandboxes, misure a sostegno dell’innovazione (Capo VI)�& governance (Capo VII)
	Enforcement and penalties
	Timelines
	Diapositiva numero 40

