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Abstract 
The implementation in the EU of the CoE Framework 

Convention on AI, human rights, democracy and the rule of law, 
will happen through the pre-existing AI Act, complemented by 
other relevant Union acquis. This contribution argues that the AI 
Act is not the right instrument to implement the Framework 
Convention. Besides the fact that the AI Act predates the 
Framework Convention, the AI Act is a product safety regulation: 
because product safety should be limited to hazards that can be 
addressed through technical and procedural measures, it is not a 
good fit for human rights protection. Additionally, the strong 
emphasis on meta-regulation and the role of technical standards, 
the absence of rights for individuals, and the scarce, public law 
remedies offered by the AI Act, do not make it a good candidate to 
implement a human rights convention. 
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1. Introduction 
Shortly after the opening for signature of the Council of 

Europe (Coe) Framework Convention on Artificial Intelligence and 
Human Rights, democracy and the rule of law (hereinafter the 
Framework Convention), the EU Commission announced its 
signature, and its implementation via the AI Act1. This came with 
no surprises, seeing how the AI Act predated the Framework 
Convention and, as such, had undoubtedly exercised a certain 
influence on the text of the Convention itself. The chronological 
order in which the two laws were born, however, does not dissipate 
the strong doubts concerning the adequacy of the AI Act to protect 
fundamental rights in the first place, as explained in part 2 below2.  

The assumption, in this regard, is that the Framework 
Convention is a tool offering general principles and a basic set of 

                                                
1 European Commission (2024). 
2 The author acknowledges that while the CoE tools use the term human rights, 
the EU, starting from its foundational Treaties, prefers the term fundamental 
rights. Nevertheless, for the purposes of this analysis, the terms human rights 
and fundamental rights are used interchangeably. 
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obligations aiming at ensuring the effective protection of human 
rights, democracy, and the rule of law. The idea that the effective 
protection and implementation of human rights is the ultimate goal 
of the provisions of the Framework Convention is in line with the 
European Convention on Human Rights (ECHR), with the general 
role of the CoE, and with the letter of the Framework Convention. 
Many provisions, in fact, reference the fact that shared values must 
be effectively protected (Preambles, 9th paragraph), that Parties 
must take measures to ensure the effective protection of democratic 
institutions and processes (art. 4), or of specific rights, such as 
privacy or the right to effective remedies (arts. 11, 14, 15). This 
chapter argues that the nature of product safety law, the strong 
emphasis on meta-regulation and the role of technical standards, 
the absence of rights and the scarce, public law remedies assigned 
to individuals, do not make the AI Act a good candidate to 
implement a human rights convention, let alone effectively. 

After a brief overview of the relationship between the 
Framework Convention and the AI Act (as well as the rest of the EU 
secondary laws dealing with digital technologies and AI), part 2 
outlines the aims and nature of the AI Act, explains the main 
requirements and obligations applicable to high-risk AI systems 
(focusing in particular on the Risk Management System, the Quality 
Management System, the Conformity Assessment, the 
Fundamental Rights Impact Assessment), and finishes with an 
overview of the remedies. Part 3 then argues why the AI Act cannot 
guarantee the high level of protection of fundamental rights that 
would be expected by a secondary law aiming at implementing a 
human rights convention. Finally, the conclusions reflect on what 
can be expected next and on the importance of introducing, in the 
interpretation and implementation of both the AI Act and the 
Framework Convention, the principle of necessity and 
proportionality, as the most important upstream protection of the 
rights and interests of citizens and communities.   
 

1.2 The implementation of the Framework Convention in 
the EU digital aquis 

The core of the Framework Convention has a layered 
structure: Chapter II establishes two general obligations for the 
Parties, ensuring that AI systems respect human rights and the 
integrity of democratic processes and the rule of law; Chapter III 
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then specifies these two general obligations via a set of principles, 
such as transparency, accountability, equality, safety; Chapter IV 
adds the basic principles concerning the remedies available for 
violations of human rights; and Chapter V introduces the risk-
based approach, to regulate AI systems. Notably, the 
implementation of the general obligations, principles and other 
provisions of the Framework Convention leaves significant 
discretion and flexibility to the Parties, i.e. states and other 
institutions, such as the EU. The discretion and flexibility can be 
derived from the combination of art. 6 and the letter of the various 
obligations and principles. Article 6, in fact, affirms that the parties 
shall implement the two general principles of Chapter III “in a 
manner appropriate to” their national legal systems. Additionally, 
almost every provision of the Framework Convention contains the 
following formulation:  
 

Each party shall adopt or maintain measures that seek to ensure/to 
ensure that 

+  
specific obligation/principle 

 
For example, art. 9 affirms that “Each Party shall adopt or 

maintain measures to ensure accountability and responsibility for 
adverse impacts on human rights, democracy and the rule of law 
resulting from activities within the lifecycle of artificial intelligence 
systems” (emphasis added). It is, therefore, reasonable to affirm 
that states can use a wide range of legal tools (measures), either 
created specifically to implement the Framework Convention 
(adopt) or pre-existing (maintain), as long as those tools implement 
the provisions of the Framework Convention.  

When the Commission signed the Framework Convention 
on behalf of the EU, it put forward that “The Convention will be 
implemented in the EU by means of the AI Act, which contains 
generally fully harmonised rules for the placing on the market, 
putting into service and use of AI systems, complemented by other 
relevant Union acquis, where applicable”3. Subsequently, the 
Commission published the list of complementary laws, which 
included the General Data Protection Regulation (GDPR), Digital 
Services Act (DSA), product safety legislation such as the Product 

                                                
3 European Commission (2024). 
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Liability Directive, the non-discrimination Directives, the Code of 
Practice on Disinformation, and the Regulation on transparency 
and targeting of political advertising, among others4.  

While these other secondary laws might become very 
relevant for certain AI applications, their role vis-á-vis the 
implementation of the Framework Convention is only 
complementary, according to the Commission: the protagonist is, 
therefore, the AI Act. This choice is understandable, since the AI 
Act pre-dates the Framework Convention, and it has even 
influenced the letter of the Framework Convention. The fact that it 
is convenient, however, does not mean that the AI Act is an 
adequate measure to implement the Framework Convention. There 
have been critiques to the appropriateness of the AI Act to protect 
fundamental rights in general (as the AI Act itself claims to do) 
regardless of its relationship with Framework Convention5. The 
next two sections offer a brief overview of the main provisions and 
the mechanisms at the basis of the AI Act, and evaluate them as 
tools to implement the high level of human rights protection that is 
to be expected in complying with a Council of Europe Convention.  
 
 

2. The AI Act: nature, structure, and basic mechanisms 
The AI Act is a complex piece of legislation, whose detailed 

analysis would require a large volume or two. For the purposes of 
this research, the analysis below focuses on: i) the aims and nature 
of the AI Act; ii) the modalities with which the Commission 
operationalises the prohibition of AI systems posing unacceptable 
risks; iii) some specific requirements and obligations that are 
mandatory for high-risk AI systems, and in particular the 
requirement to put in place a Risk Management System, the 
obligation to carry out a Conformity Assessment, and the obligation 
to carry out a Fundamental Rights Impact Assessment; and finally 
iv) the remedies. These are the elements which more than anything 
relate directly to fundamental rights protection, and are therefore 
the ones that must be appraised to determine whether the AI Act 
can adequately implement the Framework Convention.  
 

 

                                                
4 European Commission (2025b). 
5 Palmiotto (2025); Almada, Petit (2025). 
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2.1 The aims and nature of the AI Act 
Article 1 AI Act spells out the purposes of the Regulation 

itself, namely: i) improving the functioning of the internal market, 
and ii) promote the uptake of human-centric, trustworthy AI. The 
article specifies that the aim is to achieve those purposes while at 
the same time “ensuring a high level of protection of health, safety, 
fundamental rights enshrined in the Charter, including democracy, 
the rule of law and environmental protection, against the harmful 
effects of AI systems in the Union”, and also while supporting 
innovation. The explanatory memorandum accompanying the first 
draft of the AI Act mentions fundamental rights over 80 times, but 
not explicitly as an aim or purpose of the AI Act6. In the 
memorandum, fundamental rights, Union values, health and safety 
are the minimum threshold that AI development and use must 
respect. They are the baseline and, at the same time, the lighthouse 
showing the way for AI development. This approach is reflected in 
the letter of art. 1 AI Act, which clearly states two purposes (internal 
market and human-centric and trustworthy AI uptake), to be 
achieved “while ensuring a high level of protection” of health, 
safety, and fundamental rights. This is not just a stylistic detail. 
From the letter of the law, it appears that the protection of 
fundamental rights is not one of the aims of the AI Act. It is an 
indication of how the two actual aims, both economic in nature, 
should be pursued. The decision to use the AI Act as 
implementation of the Framework Convention, however, seems to 
hint in the direction that the Commission considers fundamental 
rights protection as one of the aims of the AI Act, despite the letter 
of the law. Even if one embraces this interpretation, critics have 
pointed out that the aim of the protection of fundamental rights is 
subordinated to the protection of the internal market, and it is 
therefore secondary7. In both cases, therefore, fundamental rights 
protection appears not to be the main purpose of the AI Act.  

This should not be surprising, seeing how the aims of the AI 
Act are in line with other product safety laws. Similarly, Article 1 of 
the General Product Safety Regulation (GPSR) recites that “The 

                                                
6 Regulation (EU) 2024/1689 of the European Parliament and of the Council of 
13 June 2024 laying down harmonised rules on artificial intelligence and 
amending Regulations (EC) No 300/2008, (EU) No 167/2013, (EU) No 
168/2013, (EU) 2018/858, (EU) 2018/1139 and (EU) 2019/2144 and Directives 
2014/90/EU, (EU) 2016/797 and (EU) 2020/1828 (Artificial Intelligence Act).  
7 Smuha, Yeung (2025), p. 229. 
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objective of this Regulation is to improve the functioning of the 
internal market while providing for a high level of consumer 
protection.” This is explained by the fact that, in the EU, product 
safety rules originated from the necessity to guarantee the free 
movement of goods among Member States. The purpose of product 
safety was primarily to reassure Member States, preventing them 
from enacting national safety rules that would create obstacles to 
the free movement of goods (i.e. “improving the functioning of the 
internal market”). This, in turn, also guaranteed high levels of 
protection of the health and safety of consumers. The AI Act is a 
product safety law: this can be deduced by the letter of art. 1, by the 
risk-based mechanisms and the obligations and requirements 
established for high-risk AI systems (see 2.3 below), and by the fact 
that the market surveillance authorities are in charge of its 
enforcement. It is also confirmed by Recital 1, which affirms: “This 
Regulation ensures the free movement, cross-border, of AI-based 
goods and services, thus preventing Member States from imposing 
restrictions on the development, marketing and use of AI systems, 
unless explicitly authorised by this Regulation”.  

To summarise, the AI Act aims at fostering the internal 
market and the uptake of AI products, and to do so it sets a series 
of basic requirements and obligations (for producers and 
deployers) to ensure health and safety (two terms that also belong 
to the product safety legislation) and that the products align with 
European values, among which the respect of fundamental rights 
plays a pivotal role. The role of fundamental rights (and European 
values, health and safety) is instrumental to make the EU “a leader 
in the uptake of trustworthy AI” (Recital 2 AI Act).  
 

2.2 A prohibition… ex post?  
The prohibition of some categories of AI applications 

deserves a brief reflection, as it is rooted in fundamental rights 
protection. Article 5 of the AI Act identifies an exhaustive list of 
applications and uses of AI systems that pose an unacceptable risk 
for fundamental rights, such as manipulative AI systems, AI 
systems exploiting vulnerabilities and causing (or potentially 
causing) a harm to individuals or groups, AI-powered social 
scoring leading to detrimental treatments, predictive policing based 
on protected grounds, AI systems scraping the web to crate face 
recognition databases, and so on. Each of the eight prohibitions is 
mitigated by a series of qualifying circumstances, thresholds (e.g. 
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the harm in the prohibition of manipulative or exploitative AI), and 
exceptions (e.g. real time biometric identification in public spaces 
can be used in three circumstances, such as for finding missing 
people).  

These prohibitions are important and very necessary. They 
protect citizens against some of the worst interferences with 
fundamental rights. The way in which the Commission has 
conceptualized and operationalised them, however, raises some 
questions as to their effectiveness. First, the scope of the eight 
prohibitions has been criticized as too limited8. With regard to the 
prohibition of real time biometric identification in public spaces, for 
instance, the initial amendment of the European Parliament did not 
provide for any exception to the prohibition, but the position of the 
Council of the EU prevailed, and the exceptions were added. 
Besides the exceptions, the prohibition only concerns real time 
biometric identification, which means that, for example, if a 
demonstration occurs, public authorities can still examine social 
media and publicly accessible websites for pictures and videos and 
subsequently identify those who were present. The Commission’s 
Guidelines for the interpretation of art. 5 also do not dispel the 
doubts concerning the interpretation of many of the prohibitions9. 
For example, with regard to AI systems that exploit vulnerabilities 
of individuals or groups and can cause significant harms, it remains 
unclear whether an AI system that triggers this prohibition vis-à-
vis certain individuals or groups will be prohibited for everyone or 
only when applied to those groups. To illustrate, an AI chatbot that 
causes harms to a minor can be prohibited only for minors, or for 
all users: which one of the two interpretations applies remains 
unclear10. 

Second, the prohibitions are enforced predominantly ex post: 
the developers and deployers will assess whether their AI system 
falls within the scope of one or more prohibitions, meets the various 
thresholds, or falls within an exception. Then it is up to the market 
surveillance authorities to surveil the AI systems on the market, to 
check whether some AI systems have been mis-classified and the 
prohibition applies. The Commission’s Guidelines on art. 5 
expressly encourage providers and deployers to mitigate the risks 
posed by their AI systems, so that the prohibitions won’t apply. 
                                                
8 Wachter (2023); Barkane, Buka (2025).   
9 European Commission (2025).  
10 Rebrean, De Conca (2025). 
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Notably, with regard to the prohibition of manipulative or 
exploitative AI systems that can give rise to a significant harm, the 
Commission affirms that producers and deployers do not meet the 
requirement of “being likely to cause significant harm” if they could 
foresee that the manipulative or exploitative AI system was 
reasonably likely to cause a significant harm, and took mitigating 
measures. If the requirement is not met, that is, if the providers or 
deployers took mitigating measures, the prohibition won’t apply 
altogether. The Commission, therefore, conflates a condition for the 
application of the prohibition (causing or being likely to cause a 
significant harm), with the existence of possible elements excluding 
the liability of providers or deployers. As a consequence, the 
Commission suggests providers and deployers that: “To avoid 
providing or using AI systems that are likely to be prohibited, 
providers and deployers of AI systems that deploy such 
manipulative or deceptive techniques are encouraged to take 
appropriate measures”11 such as implementing transparency, 
fostering individuals autonomy, ensuring compliance with the law 
and the adhesion to standards and state of the art solutions. From a 
human rights perspective, the approach of the Commission is not 
conservative, but applies the prohibition in a way that is functional 
to the adoption of more AI in the internal market.  

Finally, even when the prohibitions apply, it will be up to 
market surveillance authorities to determine if an AI system poses 
an unacceptable risk for fundamental rights. These authorities, 
whose resources are already stretched thin in many cases due to the 
multiplication of tasks they have faced in the past decades12, so far 
developed a predominantly technical and administrative expertise: 
they will now have to develop an adequate expertise in 
fundamental rights protection, to be able to apply the prohibitions 
effectively. 
 

2.3 Much ado about risk management and conformity 
Two types of AI systems fall within high-risk under art. 6 of 

the AI Act (see Figure 1 below): 
- AI systems that are components of products (or standalone 

products) that are already regulated by one of the laws of the 
Union Harmonization Legislation (UHL) listed in Annex I of 

                                                
11 European Commission (2025), p. 32. 
12 European Parliament (2023).  
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the AI Act, and that undergo a conformity assessment under 
such law. These are components or products falling within 
sector-specific product safety laws, such as the Machinery 
Directive, the Safety of Toys Directive, the Medical Devices 
Regulation, and so on.  

- Standalone AI systems belonging to one of the fields listed 
by Annex III of the AI Act. Annex III lists eight fields, 
specifically: Biometrics, Critical infrastructure, Education 
and vocational training, Employment and workers 
management, Access to public services or essential private 
services, Law enforcement, Migration, asylum and border 
control, Administration of justice and democratic processes.  

  

 
Figure 1: recap of high-risk AI systems (art. 6 AI Act) 
 
Two main consequences derive from an AI system being 
considered high-risk: i) it must be designed and used according to 
a set of requirements (arts. 8-15), and ii) its providers and deployers 
must comply with certain obligations (tailored to each role, arts. 16-
27). Particularly relevant for this analysis is the obligation for 
providers concerning the Conformity Assessment of its high-risk AI 
system (art. 43), for which a prominent role is played by the 
obligation to keep a Quality Management System (art. 17), and by 
the requirements to put in place a Risk Management System and to 
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create and keep the necessary technical documentation of the AI 
system (arts. 9 and 11). Additionally, the obligation for some 
deployers to carry out a Fundamental Rights Impact Assessment 
(art. 27) is also discussed briefly below.  
 

2.3.1 The Conformity Assessment 
High-risk AI systems must undergo a Conformity 

Assessment. The AI Act defines the Conformity Assessment as a 
procedure that demonstrates and verifies that the AI system 
complies with the requirements imposed on high-risk AI systems, 
and listed in arts. 8 to 15 of the AI Act (art. 3(20)). The Conformity 
Assessment discipline in the AI Act is very complex. Conformity 
Assessments can follow 3 different regimes based on the type of 
high-risk AI, as explained below and summarised in Figure 2,:  
 

- For AI systems belonging to UHL laws listed in Annex I, 
Section A (see Figure 1 above): providers must follow the 
relevant Conformity Assessment procedure as required 
under those UHL laws. In this case, the requirements of the 
AI Act will also be assessed by the relevant market 
surveillance authority, and the procedure existing under 
UHL might be amended to include the AI Act too;  
 

- For AI systems in the field of Biometrics (Annex III, number 
1): providers can choose between doing an internal control, 
a form of self-assessment, or opting for a Conformity 
Assessment carried out by a national conformity assessment 
body (also called a notified body) with the procedure 
established by the AI Act itself at Annex VII. This choice only 
applies if the provider has applied existing technical 
standards or common specifications; 
 

- For AI systems in the fields of Critical infrastructure, 
Education and vocational training, Employment and 
workers management, Access to public services or essential 
private services, Law enforcement, Migration, asylum and 
border control, Administration of justice and democratic 
processes (Annex III, numbers 2 to 8): providers will carry 
out an internal procedure for Conformity Assessment, i.e. a 
self-assessment, following the procedure of Annex VI of the 
AI Act.  
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Figure 2: recap of the three regimes for Conformity Assessment for high-risk AI systems 
(art. 43 AI Act) 
 
In summary, the two main Conformity Assessment procedures are 
the internal control/self-assessment of the provider, and the 
Conformity Assessment carried out by a notified body. Both 
procedures consist of verifying two things: the put into place of a 
Quality Management System according to art. 17 AI Act and the 
technical documentation required by art. 11 AI Act.  
 

2.3.2 Quality Management System (QMS) 
The QMS consists of internal policies, strategies, procedures, 

instructions, and documentations ensuring compliance with the AI 
Act. Article 17 establishes the minimum content of the QMS, 
including among others the strategy for regulatory compliance 
(which also mentions the Conformity Assessment itself), measures 
concerning the design of AI systems, pre-market testing and 
examination procedures, and the Risk Management System (RSM).  
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The RSM consists of policies, procedures, and 

documentations to identify different types of risk generated by the 
AI system, and how to mitigate them. Article 9 divides the RMS into 
four stages:  

- identify and analyse known and foreseeable risks deriving 
from the intended use; 

- estimate said risks and the ones deriving from reasonably 
foreseeable misuse;  

- evaluate any other possible risks; and finally  
- adopt appropriate measures to eliminate or at least reduce 

the risk.  
It is extremely important to consider that, according to art. 9(3), the 
risks that should be considered and addressed in the RMS are “only 
those which may be reasonably mitigated or eliminated through the 
development or design of the high-risk AI system, or the provision 
of adequate technical information.” If a risk, even a significant one, 
cannot be addressed by the design or delivery of technical 
information, it does not need to be included in the Risk 
Management System, regardless of how important that risk might 
be.  

The risk management measures can: apply in the design and 
development of the AI system; or consist of measures for mitigation 
and control; or, for any residual risk, at least consist of providing 
adequate information and training to users.  
RMS are already very common for companies. However, RMS 
usually deal with risks to the company and its operations13. In the case 
of the AI Act, the risks concern health and safety, fundamental 
rights, the democratic balance and the rule of law, and the 
environment. The existing expertise of companies with RMS and 
the expertise required by the same tool in the AI Act are, therefore, 
not matching at the moment. The idea is that at the end of the RMS 
the risks to these very important matters are at the very least 
reduced to an acceptable level. What level of risk to fundamental 
rights, democracy and the rule of law is acceptable is determined 
by the providers themselves. In this regard, Mantelero notices that 
the evaluation of the acceptability of a risk consist of a balancing act 
between the risk of the harm and the benefits of the AI system: this 
implies that a very high risk might still be acceptable at the end of 

                                                
13 Brown, Steen, Foreman (2009). 
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a RMS, if the benefit associated with using that AI system 
compensates it14. 

After the Conformity Assessment, the provider must write a 
declaration of conformity (art. 47), and the CE marking can be 
attached to the AI System (art. 48).  

Additionally, it is worth highlighting that, for high-risk AI 
systems used in fields such as biometric identification of 
individuals, justice, migration and border control, and law 
enforcement, the provider can perform a self-assessment of its own 
technical documentation demonstrating compliance, and its own 
QMS, which includes the RMS. Alternatively, for biometric AI 
systems only, a notified body can perform a Conformity 
Assessment on the same documents, as part of its post-market 
surveillance. 
 

2.3.3 Fundamental Rights Impact Assessment 
As this contribution analyses the AI Act as a tool for the 

protection of human rights, it is essential to mention art. 27, 
regulating the Fundamental Rights Impact Assessment (FRIA). This 
is to some extent the only provision of the AI Act really putting 
fundamental rights at the center. Article 27 prescribes to carry out 
an assessment of the possible (negative) impact that a high-risk AI 
system might have on fundamental rights of certain individuals 
and groups. The FRIA, however, is only mandatory for 3 categories 
of deployers:  

- deployers that are bodies governed by public law, for high-
risk AI systems listed in Annex III (with the exclusion of 
biometrics); 

- deployers that are private entities providing public services, 
for high-risk AI systems listed in Annex III (with the 
exclusion of biometrics); 

- deployers (public or private entities) of high-risk AI 
systems used for credit scoring/creditworthiness of natural 
persons (except for detecting financial fraud), or used in the 
life and health insurance sector for risk assessment and 
pricing. 
The FRIA is not mandatory for high-risk AI systems used for 

biometrics and those belonging to Annex I (UHL), as well as all 
high-risk AI systems not deployed by public entities or for public 
                                                
14 Mantelero (2024), p. 4. 
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services. While a FRIA in the cases listed by art. 27 is extremely 
useful, considering the risks connected to those services, the scope 
of the provision is extremely narrow. Critics have noted that all 
high-risk AI systems would benefit from a FRIA, and that the fact 
that the AI Act itself puts forward the idea of an automated tool for 
FRIA increases the risk of the impact assessment becoming a box 
checking exercise15.  

Experts and policymakers have developed several different 
methodologies for huma rights/fundamental rights impact 
assessments; art. 27 does not give an indication as to what 
methodology would be preferred for a FRIA, but offers a list of 
minimum requirements, including: in which processes the high-
risk AI system will be used, when and at what frequency it will be 
used, the categories of individuals and groups likely to be affected 
by its use in the specific context, the specific risks of harm likely to 
have an impact on them, how human oversight measures are 
implemented, the measures to be taken if said risks materialize. 
This minimum set of requirements has also been met with 
dissatisfaction. Some elements that would be necessary for a FRIA 
are not listed (e.g. a mitigation plan, references to vulnerable 
subjects): they can be considered as implicitly included because 
they are necessary to ensure an effective protection of fundamental 
rights, but the lack of an express reference created uncertainty for 
the deployers, rendering compliance more complicated16. At the 
same time, it is worth noticing that the Committee on Artificial 
Intelligence of the Council of Europe has elaborated a human rights, 
democracy, and rule of law impact assessment methodology 
(HUDERIA)17, which can implement art. 16 of the Framework 
Convention, concerning the risk assessment and mitigation. The 
HUDERIA contains more elements than those listed in the FRIA of 
the AI Act, and offers a detailed and nuanced impact assessment 
methodology which could be used by deployers to comply with art. 
27 AI Act too.  
 

2.4 Remedies: don’t put off to tomorrow’s law what can be 
done in today’s law 

The AI Act only offers two remedies: the right to lodge a 
complaint with a market surveillance authority for breaches of the 
                                                
15 Mantelero (2024), p. 5. 
16 Mantelero (2024), p. 8. 
17 CAI (2024). 
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AI Act itself (art. 85), and the right to obtain a clear and meaningful 
explanation if the high-risk AI system produces legal or similarly 
significant effect creating adverse impact on health, safety or 
fundamental rights (art. 86).  

The right to lodge a complaint is a public law remedy, 
aiming at facilitating market surveillance. It does not provide any 
redress mechanism for the damage suffered by natural or legal 
persons, but it can lead to an investigation and then to a steep fine. 
The right to a clear and meaningful explanation is inspired by art. 
22 of the GDPR, and can be used to support private law 
enforcement, as it might help reversing a decision or collecting 
enough evidence to bring a claim before a national court. Besides 
these two, the AI Act does not establish a right to redress for 
patrimonial or moral damage. This is typical, once again, of product 
safety laws: the GPSR only contemplates the right to lodge a 
complaint and the obligation for producers to repair, replace, or 
reimburse the cost of a product (arts. 33 and 37). In this, the AI Act 
differs significantly from other laws of the digital aquis, such as the 
GDPR and the DSA (both listed as complementary laws for the 
implementation of the Framework Convention), which expressly 
provide for a right to redress for patrimonial and moral damage 
arising from non-compliance.  

Regarding redress, the EU had a plan: another secondary 
law, the proposed Artificial Intelligence Liability Directive (AILD)18 
was going to complement the AI Act on matters concerning 
liability. As of 2025, the proposal for AILD has been officially 
withdrawn19, due to the impossibility to reach an agreement during 
the legislative process. In any case, the AILD would have not filled 
the gap left by the lack of a redress provision in the AI Act. The 
AILD only introduced procedural rules for the disclosure of 
relevant documentation in favor of the plaintiff or prospective 
plaintiff (i.e. a damaged person), and a rebuttable presumption of 
the causal link in case said documentation is not provided. The 
AILD did not establish a right to redress. With or without the AILD, 

                                                
18 Proposal for a Directive of the European Parliament and of the Council on 
adapting non-contractual civil liability rules to artificial intelligence (AI 
Liability Directive), COM/2022/496 final.  
19 Communication from the Commission to the European Parliament, The 
Council, The European Economic and Social Committee and the Committee of 
the Regions, Commission work programme 2025: Moving forward together: A 
Bolder, Simpler, Faster Union. Published on 11th February 2025.  
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therefore, the existence of a right to redress and the standing of any 
potential plaintiff remain regulated by the national rules of each EU 
Member State, and specifically by national tort (or, more rarely, 
contractual) liability regimes.  
  
 

3. Implementing the Framework Convention via the AI 
Act: reasons why the circle isn’t squared 

The outline of the aims, nature, and main provisions of the 
AI Act in part 2 already highlighted some important shortcomings 
concerning specifically the protection of fundamental rights. The 
position of this author is that the AI Act is not an adequate tool to 
implement the Framework Convention, because it does not offer an 
effective measure implementing its main principles and 
obligations, and it does not guarantee a high-level of substantial 
protection to human rights. The main arguments supporting this 
position are: first and foremost, the nature of product safety 
legislation of the AI Act; connected to the first argument, the 
specific way in which the Risk Management System and the 
Conformity Assessment are regulated in the AI Act, which presents 
some notable weaknesses from the perspective of fundamental 
rights protection; third, the lack of appropriate remedies for 
individuals and groups whose fundamental rights have been 
affected by AI systems, which falls short of the relevant obligations 
of the Framework Conventions. And last, the enforcement 
architecture of the AI Act, which heavily relies on market 
surveillance authorities, and the risks relating thereto. 

 
3.1 Product safety is not for everything 
The mechanisms of product safety legislation were thought 

to offer a minimum set of safety standards for the products 
circulating in the internal market to foster the mutual trust of 
Member States and ensure the free movement of goods. Product 
safety relies on technical requirements and market surveillance 
activities, consisting of laboratory tests, analysis of technical 
documentations, and so on. In its Blue Guide on the 
implementation of EU product rules, the Commission briefly 
outlines the history and evolution of product safety legislation, 
stressing in particular the regulatory change that happened in 1985, 
following the germinal decision of the CJEU Cassis de Dijon. This 
change in the regulatory strategy to product safety marks the so-
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called New Approach, focused, on the one hand, on providing 
harmonized product safety rules, and on the other hand, limiting 
the interventions of Member States to cases of non-conformity of 
products with such rules and standards.  

The Commission highlights the basic principles of the New 
Approach:  

- The union harmonization of product safety is limited to 
essential requirements of products circulating in the internal 
market, “preferably performance or functional requirements”20 
(emphasis added); 

- Harmonized standards play an important role, in parallel to 
the legislation, concerning technical specifications; 

- The products manufactured according to the harmonized 
standards benefit from a presumption of conformity, and in 
some cases the manufacturer could benefit from a simplified 
conformity assessment, such a self-declaration of 
conformity; 

- The adhesion to standards should remain voluntary, but if 
the manufacturer wants to apply different technical 
specification it will carry the burden to prove these 
specifications are appropriate to meet the essential 
requirements, using also a third party conformity 
assessment body.  

Additionally, the Commission expressly affirms that: “as the scope 
of such legislation is risk-related, the wide range of products covered 
has to be sufficiently homogeneous for common essential requirements 
to be applicable. The product area or hazards also have to be suitable for 
standardisation”21 (emphasis added). 

The AI Act presents some notable derogations from the 
essential principles of the New Approach to product safety. 
Because the risks to be considered in the AI Act include risks to 
fundamental rights, democracy, and the rule of law, the EU 
legislator has invertedly created a situation in which the essential 
requirements harmonise performance or functional aspects, but 
also harmonise fundamental rights requirements. The same 
happens with standards, which will have to be used also to mitigate 
risks to fundamental rights, not just to harmonise technical 
specifications.  

                                                
20 European Commission (2022), p. 8 
21 European Commission (2022), p. 8 
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Articles 7 to 11 of the Framework Convention oblige Parties 

to adopt or maintain measures to ensure the respect for human 
dignity, adequate transparency and oversight, accountability and 
responsibility, overcoming inequality and discrimination, and the 
protection of privacy. The requirements of the AI Act go in the same 
direction, for example establishing quality criteria for the training 
data (aimed at combating discrimination, art. 10 AI Act), the 
automatic logging of the activities of the AI system and the 
provision of information and instructions to the deployers (aiming 
at ensuring transparency, arts. 12-13 AI Act), and so on.  
However, two aspects catch the attention, concerning the purpose 
of the Risk Management System and the modalities for the 
Conformity Assessment. 

The RMS in the AI Act should be carried out only for those 
risks that can be addressed by changing the design of the AI system 
or by providing adequate information. All other risks to 
fundamental rights do not have to be addressed and mitigated in 
the RMS. This begs the question as to how many adverse impacts 
on fundamental rights can really be addressed simply with design 
solutions or by informing deployers. If the answer is not many, then 
the RMS does not do much for fundamental rights protection. 
Additionally, it is worth reminding that the RMS aims at mitigating 
risks, not eliminating them. If the residual risk is still high, but 
deemed acceptable by the provider, the AI system can circulate in 
the internal market, without any additional obligation for 
providers. If we look at the GDPR, specifically its Data Protection 
Impact Assessment (which is not the same as a RMS, but which 
offers a valid input for a comparable problem), when a residual 
high risk is identified that cannot be further mitigated, art. 36(1) 
obliges data controllers to consult with the supervisory authority. 
In the AI Act, once providers reach an acceptable enough risk to 
fundamental rights, they don’t have to inform or seek the support 
of MSAs or entities preposed to the protection of fundamental 
rights, regardless of how high that risk might be.  

The simplified Conformity Assessment (the self-assessment 
procedure of Annex VI) is the default, not the exception, as would 
be the norm in product safety legislation. The AI Act relies too 
much on the idea that these requirements will stimulate operators 
to prevent problems by fixing the design of AI systems. It seems to 
ignore issues of elusion and malicious compliance, as well as the 
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fact that some problems might simply not be fixable at all. As a 
consequence, the main tool to verify compliance is the self-
assessment, which is a strategy that works well on those companies 
that are well-disposed towards compliance with the law, and does 
not work well on those actors that are harder to regulate or that do 
not intend to comply22. Even in the only case in which the 
Conformity Assessment is left to a notified body, the assessment 
only evaluates technical documentation and risk-mitigation 
measures: this appears substantially insufficient to ensure the 
effective protection of fundamental rights23, as requested by the 
Framework Convention.  

To illustrate, consider a company that develops AI software 
for emotion recognition based on biometric data; such system can 
be used for multiple purposes, for example in shops, malls, or 
public streets, to assess whether someone is becoming aggressive or 
violent, or by law enforcement to determine if a suspect is lying. 
Such a system would not fall within any of the prohibited 
unacceptable-risk cases established by art. 5 AI Act. It is likely to be 
regulated as a high-risk AI under Annex III point 1 (biometric). 
Accordingly, the company, in its role as providers, needs to ensure 
that their emotion-recognition AI complies with the requirements 
of the AI Act, for example by putting up a policy for data 
governance to ensure the quality of the training data, and a Risk 
Management System to tackle those risks that can be mitigated 
using design or procedural interventions.  
Emotion recognition used to determine if someone is angry, 
aggressive, violent, or lying, could bring significant harm to the 
autonomy and dignity of individuals, and poses documented risks 
of discrimination and violation of privacy24. Additionally, AI-
powered emotion recognition is based on the assumption of the 
universal nature of emotion and their manifestation. Such an 
assumption, based also on the work of psychologist Paul Ekman, is 
the object of harsh debates among psychologists and 
anthropologists, and its scientific foundation is shaky at best25. The 
provider must therefore identify these risks to the fundamental 
rights and mitigate them up to an acceptable point (not eliminate 
them), at least those risks that can be mitigated using design or 
                                                
22 Baldwin (2011), p. 141.  
23 Wachter (2023). 
24 Katirai (2024). 
25 Crawford (2021), p. 151. 
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giving the deployers adequate instructions. Subsequently, if the 
company developing this emotion recognition AI has been using 
the sector’s standards (which maybe in the meantime will have 
been developed by the European standard bodies), as a provider it 
will be able to choose between the Conformity Assessment by a 
notified body, or a simplified procedure (a self-assessment). Having 
carried out these exercises, the provider can apply a CE marking 
and the emotion recognition AI can enter the market and be used in 
malls, shops, or by investigative police (this latter will have to 
perform a FRIA as a deployer).  

These procedures implement the principles established by 
the Framework Convention. Specifically, they implement art. 7, 
which establishes that “Each Party shall adopt or maintain 
measures to respect human dignity and individual autonomy in 
relation to activities within the lifecycle of artificial intelligence 
systems.” A lot hinges also on the AI Act’s requirement of adequate 
data governance systems, as it implements art. 10, according to 
which the Parties must put into place measures “aimed at 
overcoming inequalities to achieve fair, just and equitable 
outcomes”, to respect equality and the prohibition of 
discrimination. Similarly, the aforementioned procedure for 
emotion recognition should also protect the privacy and personal 
data of individuals – albeit together with the GDPR. In the face of 
the massive risks posed by emotion recognition, the use of tools 
based on self-assessment appears insufficient.  

The example above shows how, from a substantial point of 
view, fundamental rights protection is not a subject suitable for 
product safety, due to its nuanced, complex, and socio-political 
nature. Fundamental rights are also not suitable for 
standardization, due to the technical nature of standards 
themselves. Standards and product safety requirements can 
indirectly contribute to ensure certain fundamental rights, for 
example the right to physical integrity, or the right to privacy. But 
in and of themselves, they are insufficient to guarantee their 
protection, and they are simply not the right tool. Additionally, the 
Commission itself acknowledges that product safety does not work 
if the products are not homogeneous enough, and that not all risks 
are suitable for standardization. AI applications can be so diverse, 
that in order to be applicable to all the requirements need to be 
formulated in a very general and vague fashion. This is very visible 
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in the requirements and obligations of the AI Act, which will need 
to be specified at sector-level.  

A similar reasoning also applies to the choice of the EU 
regulator to structure the AI Act using a variation of the risk-based 
approach to regulation. The risk-based approach, in fact, is better 
used to determine how to prioritize regulatory intervention.26 
Determining risk categories – in and of itself a complex exercise at 
technical and societal level – does not help to decide which 
measures to take for each risk category. Additionally, the risk-based 
approach is ill-equipped to deal with the existence of cumulative or 
systemic risks, a prominent feature of the fundamental right 
implications of AI.27 The very structure of the AI Act is, therefore, 
not ideal to protect fundamental rights, by virtue of the limitations 
of the risk-based approach itself.  

What is missing, for the AI Act to become a tool for 
fundamental rights protection, is a rights-based approach: strong 
rights for natural and legal persons and groups, reflected by a 
coherent set of obligations of providers and deployers, and a strong 
ex post enforcement (with both private and public law redress 
mechanisms). These, however, would not belong to a product 
safety legislation, and would require a Regulation of a completely 
different nature, closer to the GDPR than to the GPSR.  

 
3.2 Remedies and art. 14 of the Framework Convention 
Article 14(1) of the Framework Convention establishes that 

“Each Party shall, to the extent remedies are required by its 
international obligations and consistent with its domestic legal 
system, adopt or maintain measures to ensure the availability of 
accessible and effective remedies for violations of human rights resulting 
from the activities within the lifecycle of artificial intelligence 
systems” (emphasis added). 

As noted, the AI Act does not establish the right to redress 
for damaged individuals. Some remedies are available in other 
laws, complementing the AI Act for the implementation of the 
Framework Convention. The GDPR and DSA, for example, offer 
the right to redress within their respective scopes. The EU is 
planning to ratify the Convention also on behalf of its Member 
States, however the remedies will be exclusively within the 

                                                
26 Baldwin (2011), p. 286.  
27 Black (2005), p. 535–6. 
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purview of the national legal systems. As such, the EU falls short of 
art. 14(1) of the Framework Convention. So far, the AI Act only 
complies with art. 14(2) letter c, which indicated the need to ensure 
the possibility to lodge a complaint with a competent authority. The 
now defunct AILD would have also not offered an accessible and 
effective remedy. It would have complied with art. 14(2) letters a 
and b, which concern measures for information disclosure. It 
should be noted that in the text of art. 14 Framework Convention 
these measures, and even the right to lodge a complaint, are 
indicated as examples of ways to support the implementation of the 
right to accessible and effective remedies. They do not ensure that 
right, only support it.  

Incidentally, it is quite evident from the letter of art. 14 
Framework Convention and of the defunct AILD, that art. 14(2)(a)-
(b) was introduced to make sure that the Framework Convention 
would fit the AILD, not the other way around. The fact that the 
AILD is now withdrawn leaves the EU (maybe due to an excess of 
hubris) without a tool to comply with art. 14(2)(a)-(b), and leaves 
the Council of Europe with a very unusually formulated provision 
in its international convention.   
 

3.3 Market Surveillance Authorities, Fundamental Rights 
Authorities, and Fragmentation 

The enforcement architecture of the AI Act is rather complex 
and involves different bodies at EU and national levels. 
Enforcement powers are granted at EU level, to the AI Office and 
the DG Connect of the Commission, specifically with regard to 
general model AIs. At national level, the only entity with 
enforcement powers is the market surveillance authority (MSA).  

Two other entities are involved in the overall 
implementation of the AI Act, but don’t have enforcement powers: 
these are the notified bodies, and national public authorities or 
bodies which supervise or enforce the respect of obligations under 
Union law protecting fundamental rights (also referred to as 
HRNI). Notified bodies play a role ex ante, as they perform the 
Conformity Assessment in the residual cases in which a self-
assessment procedure doesn’t apply.  
Under art. 77 AI Act, HRNI have the power to request and access 
any documentation mandated by the AI Act, if it is necessary for 
effectively fulfilling their mandates within the limits of their 
jurisdiction. If the documentation is not provided or is insufficient, 
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they can ask MSAs to intervene. Their enforcement powers, 
therefore, depend on the national laws instituting them. These can 
vary greatly, and some states, such as Italy have not even instituted 
any28. At the opposite side of the spectrum, to comply with art. 77 
AI Act, some countries have appointed multiple agencies as their 
fundamental rights protection entities: Austria, for instances, 
appointed around 9 different entities29.  

The enforcement of the protection of fundamental rights in 
the AI Act is therefore is either:  

- reduced to cases of non-compliance with the requirements 
and obligations of the AI Act, and therefore under the 
purview of the MSAs which, until now, do not have much 
expertise in fundamental rights protection; or 

- left to the regime of national fundamental rights protection 
bodies. These entities are not harmonized, sometimes 
missing completely, and other times these powers are 
divided among many different agencies. These regimes 
appear very spotty and fragmented, if they exist at all. 

Outside of these two cases, the only protection can be found in the 
national courts. The enforcement of the AI Act from the 
fundamental rights perspective, therefore, is fragmented, 
ambiguous, and can pass through a range of entities, from MSAs or 
notified bodies, who lack adequate expertise, to national courts. 
While the Framework Convention does not have provisions 
specifically addressing enforcement strategies, the underlying 
principle is that the implementation must be adequate to ensure 
effective redress, and the effective protection of human dignity and 
autonomy, privacy, equality, and human rights in general. This 
enforcement architecture might not be up to the task.  
   
 

4. Final reflections and conclusions 
Since the AI Act is not an adequate implementation of the 

Framework Convention, what is, then, the way forward? Provided 
that the Framework Convention is ratified by enough Parties30. and 
that the EU Commission prevails with its idea of the European 

                                                
28 Vogiatzoglou, Drechsler (2024). 
29 As published on the official website: 
https://www.digitalaustria.gv.at/eng/topics/AI/Article-77-AI-Act.html. 
Accessed 1st July 2025. 
30 Rotenberg (2025), p. 860. 



DE CONCA - RETROACTIVE IMPLEMENTATION 

 

 1288 

Union ratifying the Framework Convention on behalf of the 
Member States (both quite significant ifs, it must be pointed out), 
the AI Act will remain the main law implementing the Framework 
Convention31. The AI Act has entered into force, and a change of 
course by the EU Commission, or the elaboration of another AI-
related, human-rights focused secondary law is unlikely in the 
short and medium terms32.  

The AI Act as a tool to protect fundamental rights requires a 
long period of adjustment for MSAs and standard-setting bodies, in 
which they will have to hire new expertise, learn everything there 
is to learn about how to translate fundamental rights into tests, 
corporate documents, and standards. 

Most importantly, even with the best intentions by MSAs 
and standard bodies, appraising fundamental rights protection 
from a purely technical and market surveillance perspectives will 
dilute them. They might get lost in translation or be bent to fit the 
technical and organizational values, language and categories. The 
lowering of the substantial protection and meaning of fundamental 
rights represents the true existential risk of AI, and the EU legislator 
should carefully appraise its choices.   

With regard to HRNI, these might end up strengthened in 
some countries, but might also remain untapped potential in others, 
leading to a gap in human rights protection and to the 
unharmonized implementation of the AI Act within the territory of 
the Union. The risk of fragmentation is also very present, and 
coordination among different agencies becomes necessary (if 
possible at all). 

The aforementioned circumstances might put the spotlight 
on the European Court for Human Rights (ECtHR) and Cout of 
Justice of the EU (CJEU). The Courts can lead the way in 
interpreting the AI Act and complementary laws in light of the 
Framework Convention, as well as of the ECHR and the EU 
Charter, respectively. The significant differences between the scope 

                                                
31 Provided, also, that EU Member States don’t pursue their own national laws 
regardless of the AI Act. At the time of writing, for example, the Italian 
parliament is proceeding with a national AI law 
(https://www.camera.it/leg19/126?leg=19&idDocumento=2316. Accessed 28 
August 2025).  
32 New efforts might be put on an AI liability secondary legislative tool, 
however, since the withdrawal of the AILD does not forbid a new, hopefully 
better, attempt at harmonizing the matter. 
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and intentions of the principles of the Framework Convention (and 
the entire system of human rights protection within which the 
Framework Convention operates) and the measures contained in 
the AI Act, however, might prove difficult to reconcile. This 
difficulty might lead to the two Courts clashing or not aligning, 
interrupting the long stride of harmony which has marked the 
relationship between the CJEU and the ECtHR so far, in particular 
with regard to fundamental rights and digital technologies33.  

To conclude, it is worth mentioning that the role of the two 
Courts might also prove necessary to compensate an important 
shortcoming in both the Framework Convention and the AI Act. 
Both laws fail to impose an obligation on the users of AI systems to 
assess whether the use of AI is proportional and necessary in 
relation to the task it aims to achieve. The necessity and 
proportionality assessment was expressly included by UNESCO in 
its Recommendation on the Ethics of Artificial Intelligence34. Under 
the Principle of Proportionality and Do No Harm, in fact, the 
UNESCO acknowledges that AI does not necessarily automatically 
ensure the flourishing of the environment and humans, and 
establishes that the processes related to the life cycle of AI “shall not 
exceed what is necessary to achieve legitimate aims or objectives 
and  should  be  appropriate  to  the  context”35.  

The Recommendation further guides States to implementing 
the proportionality and necessity principle, specifying that: “The  
choice  to  use  AI  systems  and  which  AI  method  to  use  should  
be  justified  in  the  following  ways:  (a)  the  AI  method chosen 
should be appropriate and proportional to  achieve  a  given  
legitimate  aim;  (b)  the  AI  method  chosen should not infringe 
upon the foundational values captured in this document, in 
particular, its use must not violate  or  abuse  human  rights;  and  
(c)  the  AI  method  should  be  appropriate  to  the  context  and  
should  be  based  on  rigorous  scientific  foundations.” (emphasis 
added)36.  
Surprisingly, even though the UNESCO Recommendations are 
listed among the documents that contributed to the works of the 
Framework Convention, there is no mention of this principle in its 
text (and no mentioning is done in the AI Act either). A similar 
                                                
33 Frese, Olsen (2019); Psychogiopoulou (2022). 
34 UNESCO (2022).  
35 UNESCO (2022), p 20. 
36 UNESCO (2022), p 20. 



DE CONCA - RETROACTIVE IMPLEMENTATION 

 

 1290 

assessment is part of the initial stages of the HUDRIA methodology, 
but the CoE missed an important opportunity when it did not 
include it as an obligation in the text of the Framework Convention 
itself. Regarding the AI Act, the absence of any reference to a 
necessity and proportionality assessment, paired with the lack of 
any rights for citizens and individuals that enter into contact, or that 
are damaged by an AI system, make the Regulation fundamentally 
flawed vis-à-vis fundamental rights protection37. The reader 
consider the example, illustrated above, of a company developing 
an emotion recognition AI to detect angry, aggressive, or lying 
individuals in public places. Applying the principle of necessity 
and proportionality as formulated by UNESCO would impose an 
initial moment of reflection for the provider (and/or the deployer). 
They would be forced to justify whether the method is appropriate 
and proportional and, most importantly, assess the scientific 
foundation of emotion recognition. The result of a necessity 
assessment would likely be that the emotion recognition AI would 
not be developed or deployed, due to the doubts concerning its 
scientific validity. This might appear as a loss in terms of innovation 
and markets, but it is important to stress that innovation that is not 
compatible with fundamental rights is not desirable. At the same 
time, a necessity assessment could also lead providers to focus their 
efforts on other AI applications, resulting in new directions of 
innovations, that would respect fundamental rights and benefit 
individuals and entire communities.  

The hope is that the two Courts (or at least one of them) will 
follow the lead of UNESCO and will expressly introduce the 
necessity and proportionality assessment in the context of the 
deployment of AI, building on the primary legislative tools of the 
ECHR and EU Charter. Necessity and proportionality are a 
fundamental preliminary, upstream condition that, in the process 
of deciding to deploy AI, can concretely help avoiding exposing 
citizens to unnecessary and disproportionate risks. Any tool 
claiming to protect fundamental rights from the risks of AI must 
include them.  
 

 
 

                                                
37 Green (2022).  
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