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ABSTRACT Artificial intelligence is here to stay; however, the implementation of these systems must be done with the 
utmost respect for citizens’ rights, even more so when it comes to fundamental rights. To this end, it is crucial to 
introduce tools in favour of these guarantees and, undoubtedly, one of them is the Fundamental Rights Impact 
Assessment (FRIA) report, provided for in the new European AI Regulation. This is an assessment that certain high-risk AI 
systems, especially those in the public sector, must undergo, the purpose of which is for the person responsible for 
deployment to identify the specific risks to the rights of individuals or groups of individuals who may be affected and sets 
out the measures to be taken in the event that these risks materialise. The role that this report is called upon to play is 
therefore crucial if we want a trustworthy IA. The FRIA report is discussed in the article in light of the present day 
development of control with AI in the member states and focuses exclusively on the public sector. Precisely the 
deployment of artificial intelligence (AI) in the public sector presents a series of distinctive characteristics that warrant 
particular consideration. Accordingly, prior to engaging in an analysis of the FRIA report, this paper provides a 
preliminary examination of the broader context, as well as the potential benefits and inherent risks associated with the use 
of AI by public administrations. This foundational analysis seeks to highlight the specific features of public sector 
applications that introduce significant nuances when compared to the private sector. A proper understanding of these 
particularities is essential to fully appreciate the relevance and implications of the FRIA report within this domain. 
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1. Approach 

That artificial intelligence (hereafter AI) is 
already present in our lives is a fact, but also 
that it is paradoxically projected into an 
uncertain future for many reasons, ranging 
from the dream of a better, almost perfect 
world to the nightmare of the enslavement of 
humanity by the machine or the fear of mental 
manipulation.1 

Moreover, since the launch of Open AI’s  
 

 
*Article submitted to double-blind peer review.  
This work has been carried out within the framework of 
the projects “The strategic state: how to think long-term 
in public policies (STRATEGIPP)” and “Digital 
Citizenship and its Administrative Reflection 
(CIADIG)”, TED2021-129283B-I00PID2024-
155142NB-I00, funded by 
MICIU/AEI/10.13039/501100011033, as well as the 
University Chair of Feminism of the Asturian Women’s 
Institute. 
1 Of interest in this regard are the so-called digital 
nudges and hypernudges, as well as dark patterns J. 
Ponce Solé, Law, Digital Nudging and Manipulation: 
Dark Patterns, Artificial Intelligence and the Right to 
Good Administration, in ERDAL, vol. 3, Issue 1, 2022. 

 
ChatGPT application in 2022, artificial 
intelligence has become a central topic of 
public debate.2 Some see promising 
opportunities in areas such as scientific 
research, medicine and productivity, while 
others worry about its destructive potential, 
particularly in terms of manipulation, 
dissemination of false information and mass 
surveillance. In addition, there is also the fear 

 
2 While not really a novelty, it has undergone a 
significant evolution from Turing’s machine in the 
1940s to the current stage of artificial reproduction of 
deep neural networks; AI has continued to progress in 
successive phases over the decades: the beginnings of 
the exploration of artificial thinking in the 1950s, the era 
of rules and research trees in the 1950s and 1960s that 
led to IBM’s “Deep blue” chess programme, machine 
learning through the development of algorithms that can 
learn from data and improve their performance over 
time, the beginning of deep neural networks, the era of 
Big Data in the 2000s, which allows the development of 
more sophisticated machine learning models thanks to 
the vast amount of data available, deep learning from 
2010 onwards, which today leads to image recognition, 
natural language understanding and, tomorrow, 
contextual understanding by a “strong AI” or 
“superintelligence”. 
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of job loss, even in sectors that require high 
cognitive skills. It is therefore essential to 
question the consequences of the widespread 
use of generative AI and the regulation of its 
uses in order to prevent potential abuses.3 

Faced with this panorama and following 
Umberto Eco, I position myself with the 
integrated rather than the apocalyptic, and it is 
from this stance that the study of this issue is 
approached, seeking opportunities, however, 
the risks cannot be ignored,4 to which we 
jurists must inevitably refer. 

From this perspective, it is necessary to 
begin framing the issue by establishing a 
series of premises. Firstly, AI is just another 
tool available to public administrations, i.e. a 
means at the service of the general interest and 
not an end, and therefore neither good nor bad 
in itself. Secondly, the development and 
implementation of AI cannot be dissociated 
from the overall context of the digital 
transformation of public action, where there is 
still a long way to go. Thirdly, it is an element 
that is part of a new form of public 
management, the new public governance,5 as 
well as the need to accompany its integration 
in the public sector with a culture of change 
that must also permeate the organisation. 

Or would greater efficiency in public 
management be possible without it responding 
to the needs of society or being shrouded in an 
opacity contrary to the transparency and 
accountability that mark the renewed role 
played by the administration and citizens on 
the scene? As the French Conseil d’État6 has 
pointed out, it is also necessary to have the 
acceptability of the use of AI by the recipients 
of public action, the citizens. 

2. Context 
Very briefly, three elements should be 

pointed out in this new context: the so-called 
administrative citizenship, good 

 
3 This objective is the subject of, among many other 
works, for example, the monograph Vv.Aa., Intelligence 
artificielle : quel progrès ?, Cahiers français, vol. 441, 
September-October 2024.  
4 AI and risk management A. Barone, Ammistrazione 
del rischio e intelligenza artificiale, in ERDAL, vol. 1, 
Issue 1-2, 2020, 63-67. As also noted by FRA, Building 
the Future Right. AI and Fundamental Rights, 
Luxembourg, 2021. 
5 P.K. Agarwal, Public Administration Challenges in the 
World of AI and Bots, in Public Administration Review, 
vol. 78, Issue 6, 2018, 917-921. 
6 Artificial intelligence and public action: building trust, 
serving performance. Etude adoptée en assemblée 
générale pleénière du 31/03/2022, Paris, 2022. 

administration and the so-called New Public 
Governance.7 

The notion of citoyenneté administrative, 
which was doctrinally coined in France more 
than twenty years ago8 and which is not alien 
to other systems such as the Italian one, 
manifests the transition from democratic 
administration to administrative democracy 
and, in synthesis, reflects the change in 
consideration of the person who has a 
relationship with the administration or uses a 
public service from being an administered 
person or user to a citizen,9 which implies that 
this person has the right to participate in 
administrative action and to access the 
administration,10 with the administration being 
accountable to him/her. Hence, for example, 
opacity in the use of AI by the administration 
must be banished. 

Secondly, the notion of good 
administration,11 as one that performs its 
function well, that therefore serves the general 
interest, but also without undermining or with 
respect for private interests, in short, that 
makes a proper weighing of the means, 
circumstances, facts, elements present - which 
is linked to motivation - is obviously 
connected to the efficiency and improvement 
of decisions, in which AI can also play its 
role, for example, by the important handling 
of data. 

If in this renewed citizenship it is essential 
to involve citizens in decision-making and, in 
general, in the life of the administration, this 
must be faithfully reflected in a new model of 
public management, and this is where the new 

 
7 E.Mª. Menéndez Sebastián, De la función consultiva 
clásica a la buena administración. Evolución en el 
Estado social y democrático de Derecho, Madrid, 
Marcial Pons, 2021; E.Mª. Menéndez Sebastián and J. 
Ballina Díaz, Digital citizenship: fighting the digital 
divide, in ERDAL, vol. 2, Issue 1, 2021, 149-155 and 
Sostenibilidad social y ciudadanía administrativa 
digital, Madrid, Reus, 2022; E.Mª. Menéndez Sebastián 
and B.Mª. Mattos Castañeda, Better decision-making, 
algorithmic discrimination and gender biases: a new 
challenge for the administration of the 21st century, in 
ERDAL, vol. 3, Issue 1, 2022. 
8 G. Dumont, La citoyenneté administrative, Université 
Panthéon-Assas Paris 2, 2002. 
9 V. Donier, Les droits de l’usager et ceux du citoyen, in 
Revue Française de Droit Administratif, vol. 1, 2018, 
13. 
10 J. Chevallier, De l’Administration démocratique à la 
démocratie administrative, in Revue Française 
d’Administration Publique, 2011, vol. 137-138, 217-
227. 
11 E.Mª. Menéndez Sebastián, De la función consultiva 
clásica a la buena administración. Evolución en el 
Estado social y democrático de Derecho. 
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public governance as an organisational model 
connects with the ideas of administrative 
citizenship and good administration. 

3. From bureaucracy to AI: the eternal 
balance between efficiency and 
safeguards 
Let us recall that the link between the new 

tools available (not only AI but also 
automation, digitalisation, etc.) and good 
administration, as described above,12 
essentially hinges on efficiency, as is 
expressly recognised in the Italian 
administrative procedure law.13 This is a 
fundamental principle of administrative action 
that finds constitutional recognition in the 
emblematic art. 103.1 of our Spanish 
Constitution. Mention should also be made of 
Article 41 of the EU charter of fundamental 
rights, when it talks about “the reasonable 
time”. 

However, we must not allow ourselves to 
be dazzled by technology, for only the 
proper14 and considered use of technology will 
lead to greater efficiency, or are algorithmic 
discrimination, opacity or lack of motivation 
not blatant violations of good governance?  

Among the many bifurcations present in 
the subject, I would now like to point, very 
briefly, to just one of them. 

3.1. Logical AI or connectionist AI? 
Without entering here and now into the in-

depth debate on what should be understood by 
AI, and regardless of the fact that the 
European Union has already made its choice 
regarding the definition offered by the 
European AI Regulation,15 it is generally clear 
that within this panoply of tools are included 

 
12 A. Antonov, Managing Complexity: The EU’s 
Contribution to the Governance of Artificial 
Intelligence, in Revista CIDOB d’Afers Internacionals, 
vol. 131, 2022, 54. 
13 This is because it is linked to greater efficiency (art. 
3-bis of Legge 7 agosto 1990, n. 241, sul procedimento 
amministrativo, in the wording given in 2020). 
14 C. Castelluccia and D. Le Métayer, Understanding 
algorithmic decision-making: Opportunities and 
challenges, Brussels, EPRS, 2019, 3. 
15 According to art. 3(1) of the AI Regulation, an AI 
system means a machine-based system that is designed 
to operate at different levels of autonomy that can show 
adaptive capabilities after deployment, and that, for 
explicit or implicit purposes, infers from the input 
information it receives how to generate output results, 
such as predictions, content, recommendations or 
decisions, which can influence physical or virtual 
environments. 

both what from a stricter perspective are 
considered AI systems, i.e. machine learning 
(so-called connectionist AI, machine learning 
or even deep learning), feeding the machine 
with examples to deduce the relevant rules to 
solve a problem; or in a broader sense, 
systems whose operating rules are explicitly 
parameterised by humans (so-called symbolic 
AI), but which have some freedom to 
determine the satisfactory or optimal solution 
to a complex problem. 

It has even been claimed that the symbolic 
AI system is explicitly programmed by 
experts, the connectionist is trained,16 and 
although this is even older, it has gained 
success in the last ten years. 

It should also be borne in mind, for the 
purposes of analysing existing regulations, 
that AI is not synonymous with an algorithm, 
which is classically defined as a series of 
instructions and operations that allow a 
category of problems to be solved. On the 
other hand, source code is the materialisation 
of the model that constitutes the system, the 
assembly instructions, the complete reasoning 
guide, which can be executed by a computer.  

Also, that a general AI that is capable of 
complete imitation of human intelligence 
remains, as of today, science fiction. 

So, symbolic AI or automated learning in 
public action? It is a difficult choice, and there 
is no “automatic” answer without a prior 
analysis of the advantages and disadvantages. 
It is now sufficient to simply stick to one key 
aspect: effectiveness and guarantees, and that 
is that symbolic AI has, in principle, the great 
merit of being explainable since it is based on 
rules defined by humans, which is essential to 
ensure accountability, transparency and 
motivation of decisions; unlike deep learning, 
whose patterns are beyond human 
understanding; and machine learning, which 
is halfway between the two.  

3.2. Regulated powers and discretionary 
powers 

In summary, given that this is a subject to 
which the doctrine has already been devoted 
in depth, it is worth referring to the distinction 
between regulated and discretionary powers. 
This doctrine is not unanimous, as some argue 
that it is not appropriate to take discretionary 

 
16 F. Chollet, L’apprentissage profond avec Python, 
France, 2020, machine learning.fr. 
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decisions through AI systems,17 while other 
authors have nuanced positions, in the sense 
that without radically excluding this type of 
AI application, they restrict it to a greater 
extent than in the sphere of regulated powers, 
which are more suitable for the use of these 
tools.18 

In my opinion, there are many questions to 
be taken into account in the study of this 
aspect, from what is understood by discretion, 
its distinction with the margin of appreciation 
in the finding of the concurrence of 
indeterminate legal concepts, the need for 
motivation and/or explicability of the 
decisions,19 the distinction between cases in 
which the decision is taken entirely by an AI 
system or other similar tools and those in 
which these serve as support, without 
forgetting either that AI and automated action 
are not coinciding terms, an important issue, 
given that there are regulations based on one 
or the other aspect. 

Thus, for example, as is well known, the 
German law20 prohibits the fully automated 
issuing of acts when there is discretion or 
margin of appreciation; while the French 
regulation hinges on the extensive term of 
“algorithmic processing” (art. L311 of the 
Code des relations entre le public et 
l’administration, hereinafter CRPA). 

Our scarce and scattered regulations also 
refer to automated decisions, which are not 
necessarily AI, for example, in art. 41 of Law 
40/201521 and art. 13 of Royal Decree 
203/2021, of 30 March; where the need for a 

 
17 J. Ponce Solé, La lucha por el buen gobierno y el 
derecho a una buena administración mediante el 
estándar jurídico de diligencia debida, Madrid, 
Cuadernos de la Cátedra de Democracia y Derechos 
Humanos, 2019. 
18 I. Martín Delgado, Automation, Artificial Intelligence 
and sound administration. A few insights in the light of 
the Spanish legal system, in ERDAL, vol. 3, Issue 1, 
2022; M. Fuertes López, Reflexiones ante la acelerada 
automatización de actuaciones administrativas, in 
Revista Jurídica de Asturias, vol. 45, 2022, 105-124. 
19 Whether they are discretionary or regulated, since in 
the case of the latter, although formal reasons are not 
strictly required, this does not imply that they do not 
have to be stated, since in the event of a challenge, it 
must be possible to verify that the rules laid down in the 
regulation have been complied with. Consider, for 
example, the application of a scale, the criteria for 
which are clearly set out in the relevant call for 
applications. 
20 www.gesetze-im-internet.de/vwvfg/35a.html. 
21 E.Mª. Menéndez Sebastián, Las garantías del 
interesado en el procedimiento administrativo 
electrónico. Luces y sombras de las nuevas Leyes 39 y 
40/2015, Valencia, Tirant lo Blanch, 2017, 77-90. 

regulatory provision authorising in each case 
the administrative action to be carried out in 
this way is foreseen, converging in this sense 
with art. 22.2, b) of the General Data 
Protection Regulation (hereinafter GDPR)22-23 
. There are also specific provisions in some 
sectoral regulations.24 It is with art. 23 of Law 
15/2022, of 12 July, integral for equal 
treatment and non-discrimination, that 
reference is made to AI and automated 
decision-making mechanisms, albeit in a very 
general manner. More recently, Extremadura 
passed Decree-Law 2/2023 of 8 March, on 
urgent measures to promote artificial 
intelligence25 while Galicia26 and Asturias27 
are in the process of developing their own 
regulations. 

Finally, two other aspects of this issue are 
relevant, in my opinion. On the one hand, it is 
necessary to bear in mind that even in 
discretionary decisions, there is nothing 
indifferent to the law since, in my opinion, 
good administration obliges the best possible 
decision to be taken, following due diligence 
and procedure. And on the other hand, it 
should not be forgotten that algorithmic 
predictions are a different way of approaching 
a problem or making a decision28 since they 

 
22 It should be noted that the content of this fundamental 
right includes the right to be informed about data 
processing (STC 292/2020). Also M. Medina Guerrero, 
El derecho a conocer los algoritmos utilizados en la 
toma de decisiones. Aproximación desde la perspectiva 
del derecho fundamental a la protección de datos, in 
Teoría y Realidad Constitucional, vol. 49, 2022, 143; or 
A. Palma Ortigosa, Decisiones automatizadas en el 
RGPD. El uso de algoritmos en el contexto de la 
protección de datos, in Revista General de Derecho 
Administrativo, vol. 50, 2019. 
23 Along the same lines as art. 47 of Loi n° 78-17 du 6 
janvier 1978 relative à l’informatique, aux fichiers et 
aux libertés. 
24 For example, Royal Decree-Law 2/2021 of 26 
January on the reinforcement and consolidation of 
social measures in defence of employment, validated by 
agreement of 18 February 2021. 
25 Article 4, c) defines Artificial Intelligence systems as 
software that, using different techniques and strategies 
for a given set of objectives defined by humans, can 
generate information, content, predictions, 
recommendations or decisions capable of influencing 
the environments with which it interacts. 
26 It is in the process of drafting a bill on the subject and 
has already published AMTEGA, Guía práctica para la 
gestión de la inteligencia artificial en las 
administraciones públicas, Santiago de Compostela, 
2023. 
27 That it has created a working group for the regulation 
of AI in the Asturian public sector, which has already 
drawn up a draft decree that is pending processing. 
28 A. Huergo Lora, Administraciones públicas e 
inteligencia artificial: ¿más o menos discrecionalidad?, 

https://www.legifrance.gouv.fr/loda/id/JORFTEXT000000886460/2022-10-29/
https://www.legifrance.gouv.fr/loda/id/JORFTEXT000000886460/2022-10-29/
https://www.legifrance.gouv.fr/loda/id/JORFTEXT000000886460/2022-10-29/
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arrive at the result through correlations, not 
causation (correlation is not causation, and 
prediction is not certainty),29 nor through 
personal perception or intuition. 

Does this necessarily exclude the use of 
AI? In my opinion, it will depend on the 
specific case, being easier to resort to these 
tools in those cases where it is possible to 
parameterise, without any doubt, the elements 
to be considered without any opportunity, for 
example, a clear and precise scale. 

In short, the precautionary principle, as 
well as the principle of proportionality, should 
be used as a starting point to analyse in each 
specific case whether the AI system is better 
than human decision-making.30 At the same 
time, do not disregard those systems that 
facilitate or support decision-making,31 with 
all the necessary guarantees,32 in particular 
transparency and explainability.33 

However, it seems inappropriate to use 
them to make the final decision in cases where 
human capacities such as empathy, which are 
lacking in AI, are required. Moreover, even 
when they are used to support the decision, it 
must be possible to know to what extent they 
have influenced the decision and how they 
function, as provided for in the French system 
(art. L311 CRPA).34 

The case law of the Italian Consiglio di 
Stato,35 which has been defining the 

 
in El Cronista del Estado social y democrático de 
Derecho, vol. 96-97, 2022, 84. 
29 Vv.Aa., Rapport au Parlement du Comité d’éthique et 
scentifique de Parcoursup, France, Ministère de 
l’Enseignement Supérieur de la Recherche et de 
l’Innovation, 2019. 
30 The principles of loyalty and vigilance have already 
been alluded to in CNIL, Comment permettre à 
l’homme de garder la main? Les enjeux éthiques des 
algortihmes et de l’intelligence artificielle, France, 
CNIL, 2017, 61. 
31 M. Fuertes López, Reflexiones ante la acelerada 
automatización de actuaciones administrativas, cit. 
32 J. Valero Torrijos, The Legal Guarantees of Artificial 
Intelligence in Administrative Activity: Reflections and 
Contributions from the Viewpoint of Spanish 
Administrative Law and Good Administration 
Requirements, in ERDAL, vol. 1, Issue 1-2, 2020, June-
December, 55-61. 
33 The role of principles such as transparency, 
accountability and responsibility are key to trustworthy 
AI OECD, Recommendation of the Council on Artificial 
Intelligence, OECD/LEGAL/0449. 
34 From a data protection perspective, see A. Boto 
Álvarez, Tratamiento de datos personales: entre la 
protección francesa de la vida privada y el mercado 
digital único, in Revista General de Derecho 
Administrativo, vol. 49, 2018, 6-7. 
35 N. Muciaccia, Algoritmi e procedimento decisionale: 
alcuni recenti arresti della giustizia ammnistrativa, in 

conditions for the admissibility of algorithmic 
decisions,36 as well as the Italian doctrine,37 
also points in this direction. 

3.3. Better services or more control? 
Very briefly, just to point out another 

bifurcation. For the sake of greater 
acceptability by citizens, it is necessary to find 
a balance between AI systems dedicated to 
facilitating or improving the service to citizens 
and those of control,38 such as, for example, 
those aimed at pursuing fraud, although 
without forgetting that the latter are also 
included in the general interest, as endorsed 
by the French Constitutional Council in its 
decision of 27 December 2019, no. 2019-796, 
and even expressly in some regulations,39 and 
without forgetting the principle of equality 
before taxes. Provided, however, that its use is 
proportionate and respectful of rights and 
guarantees, including, particularly, those of a 
fundamental nature, such as data protection, 
privacy, etc. 

3.4. Effectiveness versus safeguards 
After this brief description of some of the 

bifurcations present in the matter, it is now 
appropriate to make a brief summary of the 
most important one, i.e. the balance between 
effectiveness and guarantees.40 

As regards the first element, it has become 
clear that one of the main advantages of using 
AI can be to contribute to greater efficiency, 
and better decision-making, which links it to 
good administration and is even the raison 
d’être of its use. This links easily with the 
inquisitorial principle of the Danish system, 
i.e. in the sense that it must be ensured that 

 
federalismi.it (Rivista di Diritto Pubblico Italiano, 
Comparato, Europeo), vol. 10, 15 aprile 2020. 
36 E. Carloni, AI, Algorithms and Public Administration 
in Italy, in IDP: Journal of Internet, Law and Politics, 
vol. 30, 2020. 
37 A.G. Orofino, La trasparenza oltre la crisi. Acceso, 
informatizzazione e controllo cívico, Bari, Cacucci 
Editore, 2020, 193-236. 
38 In this regard, see, for example, the work of O. 
Capdeferro Villagrasa, Las obligaciones sujetos a 
control administrativo automatizado, in Revista de los 
Estudios de Derecho y Ciencia Política, vol. 37, 2023. 
39 See the Third Additional Provision of Valencian Law 
22/2018, of 6 November. Also, the report of the Anti-
Fraud Office of Catalonia, in relation to the automated 
alert systems for public procurement of September 
2022. 
40 This balance has also been referred to, among other 
works, by M. Castillo, L’Union européenne vers la 
maîtrise de l’intelligence artificielle ?, in Cahiers de la 
recherche sur les droits fondamentaux, vol. 21, 2023. 

https://dialnet.unirioja.es/servlet/revista?codigo=6677
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decisions addressed to citizens are based on 
relevant, necessary and correct information.41 
Or, along the same lines, the German 
Untersuchungsmaxime principle, the principle 
of investigation in England or the principle di 
indagine d’ufficio in Italy. In short, it can 
contribute to the fulfilment of the obligation 
of due care or due diligence referred to by the 
Court of Justice of the European Union.42 

Similarly, it is worth mentioning some of 
the risks associated with the use of this type of 
tools - to which I will devote more attention in 
the following lines - such as the digital divide 
or algorithmic discrimination, which “oppose” 
this alleged greater efficiency, and against 
which guarantees must be raised. 

Despite the absence in our system - until 
the entry into force of the European AI 
Regulation - of an exhaustive regulation of the 
deployment of AI in the sphere of 
administration - for many recommendable 
reasons43 -, this does not imply that there are 
no guarantees and rights that must inevitably 
be respected, but, on the contrary, it must be 
governed by administrative law, ethical 
principles and fundamental rights, that is to 
say, the Administrative Law by Design typical 
of the Danish system.44 

Firstly, when it comes to formalised 
activity, it is clear that each and every one of 
the procedural rights that must be respected 
and guaranteed in general must also be 
complied with when AI is used in the specific 
procedure. These rights have become 
fundamental in the European Union in Article 
41 of the Charter of Fundamental Rights. 

Among these guarantees, special attention 
should be paid to motivation, which in turn 
connects with two other elements, such as 
transparency and explainability, which in a 

 
41 H.M. Motzfeldt, Reflections on the need for further 
research within national administrative law before the 
EU Artificial Intelligence Act comes into effect: A 
Danish perspective, in ERDAL, vol. 3, Issue 1, 2022. 
42 CJEU of 4 April 2017, Case C-337/15 -P, 
ECLI:EU:C:2017:256, or that of 22 November 2017, 
Case C-691/15 -P, ECLI:EU:C:2017:882. 
43 Thus, as already pointed out by CNCDH, Avis relatif 
à l’impact de l’intelligence artificielle sur les droits 
fondamentaux, Paris, 2022, an appropriate regulation 
was necessary to take into account the possible impact 
of AI on fundamental rights. See also Conseil De 
l’Europe, Les droits humains dès la conception de l’AI. 
Uune protection durable des droits humains à l’ère de 
l’intelligence artificielle, 2023. 
44 H.M. Motzfeldt, Reflections on the need for further 
research within national administrative law before the 
EU Artificial Intelligence Act comes into effect: A 
Danish perspective, cit. 

broad sense includes interpretability45 (in this 
respect, it is also worth noting the 
controversial issue of automation bias versus 
how to deviate from the proposal made by the 
AI system), intelligibility or interpretability in 
the strict sense,46 i.e. it is not enough to be 
able to know the system, source code or 
algorithm used, furthermore, it must also be 
understandable.47 This, in turn, is related to 
another crucial issue, such as equality and the 
possibility of creating differences based on the 
difficulty of understanding how the decision 
has been made, as this may even have 
repercussions on access to effective judicial 
protection, which is undoubtedly another of 
the guarantees. Without forgetting traceability 
and auditability, as referred to by Prof. I. 
Martín Delgado48 within transparency. 
Consider, for example, the “black box” 
problem with ChatGpt which refers to the 
inability to see or fully understand how the 
model processes input and generates 
responses, use of sources etc. 

However, it must be understood and 
accepted by the public that pure and perfect 
explainability cannot be a sine qua non for 
deploying public AI systems any more than is 
the functioning of the human brain. 

 In short, and as in other systems such 
as the French one, the principle of 
transparency by default49 should apply, 
limited only in cases justified by the 
concurrence of other legally protectable rights 
or interests, for example, certain limits of the 
LTAIBG,50 and after prior and adequate 
weighing, where appropriate. 

 Nor should we forget the importance 
of transparency in design itself, as well as 
participation and/or collaboration in design, 
e.g., through collective intelligence, as this 
will result in acceptability.  

 
45 How did the model achieve this result, using what 
data, by what calculations? Regarding interpretability 
VvAa., Machine Learning in Public Policy: The Perils 
and the Promise of Interpretability, in RAND 
Corporation, PE-A828-1, 2022. 
46 Why did this outcome occur and not another? 
47 Intelligibility of the procedure and intelligibility of 
the results, as indicated by M. Pégny and I. Ibnouhsein, 
Quelle transparence pour les algorithmes 
d’apprentissage machine ?, 2018. 
48 Artificial Intelligence and sound administration. A 
few insights in the light of the spanish legal system. 
49 J. Valero Torrijos, Las garantías jurídicas de la 
inteligencia artificial en la actividad administrativa 
desde la perspectiva de la buena administración, in 
Revista catalana de dret públic, vol. 58, 2019, 82-96. 
50 Law No. 19/2013, of 9 December, on transparency, 
access to public information and good governance. 



 
 

Preventing Risks to Citizens from the Use of AI by Means of FRIA 
 

  
2025 Erdal, Volume 6, Issue 2 87 
 

La
w

 E
nf

or
ce

m
en

t T
ec

hn
ol

og
ies

: T
he

 R
ea

lm
 of

 F
ac

ia
l R

ec
og

ni
tio

n 
 Le

ga
l F

ou
nd

at
io

ns
 fo

r E
ffe

ct
iv

e O
ve

rs
ig

ht
 in

 A
ut

om
at

ed
 P

ub
lic

 A
dm

in
ist

ra
tio

n  

 Another relevant issue on the subject 
of guarantees is that of audits. This is 
especially linked to the need to guarantee 
equality and non-discriminatory treatment, 
highlighting the good administration impact 
assessment of AI systems imposed in 
Denmark,51 whose name could not be more 
expressive. 

Transparency and audits are two crucial 
aspects of the new European regulation on the 
use of AI systems, however, I will focus on 
the AI Regulation, which is the subject of this 
collective book, in more detail in the 
following sections. 

Among the safeguards, it is also worth 
mentioning liability, perhaps not only for 
possible damages that there is no legal duty to 
bear, e.g. for the inappropriate use of AI 
systems but on the contrary for not having 
done so, leading to a loss of opportunity. 

Finally, we should also take into account 
the creation of certain bodies in the field,52 
such as, for example, the State Agency for 
Digital Administration and the Spanish 
Agency for the Supervision of AI;53 as well as 
the Observatory on the social impact of 
algorithms;54 without forgetting the AI 
Sandbox.55 Of particular interest is the figure 
of the Difensore civico digitale (art. 17 CAD) 
in Italy, or Canada’s idea to create a 
committee to assess the impact of algorithms 
on administrative decisions as early as 2019, 
for example. 

And not forgetting that the AI Act 
mandates the creation of multiple bodies at the 
level of the Member State and the EU. 

4. The risks and opportunities of using AI in 
the public sector 
Bearing in mind that this work refers in 

particular to the fundamental rights impact 
assessment report on AI systems, within this 

 
51 H.M. Motzfeldt, Reflections on the need for further 
research within national administrative law before the 
EU Artificial Intelligence Act comes into effect: A 
Danish perspective, cit. 
52 The Italian figure of the Difensore civico digitale (art. 
17 CAD) stands out. 
53 D. A. 117ª of Law 22/2021, of 28 December, on 
general State budgets and Royal Decree 1118/2024, of 5 
November, approving the Statute of the State Agency 
for Digital Administration. 
54 In the ENIA. 
55 Created by Royal Decree 817/2023 of 8 November 
establishing a controlled test environment for testing 
compliance with the proposal for a Regulation of the 
European Parliament and of the Council laying down 
harmonised rules in the field of artificial intelligence. 

dualism, the benefit-risk binomial of the use 
of this technology56 deserves particular 
attention, with special attention to the latter, 
with the aim of framing the framework in 
which this instrument will be developed. 

The benefits of the use of AI systems and, 
in general, of the new tools that technology 
offers in the public sector are varied, so, in an 
attempt to summarise them, they can be 
reduced to three basic types, namely: 
improving decision-making processes and 
results in the formulation of public 
decisions;57 improving the provision of public 
services and the interaction between 
administrations and citizens;58 and, thirdly, 
optimising internal management.59 

However, it is clear that despite all these 
benefits, the deployment of AI systems in the 
public sector requires a series of additional 
guarantees and a prior digitalisation and 
transformation process.60 In order to achieve a 
new, better administration, it is necessary to 
go through the digital transition process, 
which, as its name suggests, involves taking 
one step at a time, including the 
dematerialisation of documents, compliance 
with the “once only” principle, good 
interoperability, etc.61 Without forgetting the 
need for adequate resources, material and 
human resources, as well as the essential 
requirement of having quality data. 

Thus, as indicated by the Council of 
Europe,62 the use of automated decision-
making systems as well as artificial 
intelligence in the public sector is becoming 
increasingly widespread due to the growing 

 
56 In this regard, see the list of risks and benefits of AI 
outlined in OECD, Assessing potential future artificial 
intelligence risks, benefits and policy imperatives, 
OECD Artificial Intelligence Papers, vol. 27, November 
2024. 
57 Detect problems more quickly, monitor the 
implementation of public decisions, improve citizen 
participation, etc. 
58 Providing more efficient and effective, as well as new 
services. 
59 For example, by better allocating human and financial 
resources. 
60 See, among others, Va.Aa., Inteligencia artificial y 
administraciones públicas: una triple visión en clave 
comparada, Madrid, Iustel, 2024. Also AMTEGA, Guía 
práctica para la gestión de la inteligencia artificial en 
las administraciones públicas, Santiago de Compostela, 
2023. 
61 D.-U. Galetta, Digitalizzazione e diritto ad una buona 
amministrazione (il procedimento amministrativo, fra 
diritto ue e tecnologie ICT), in Il Diritto 
dell’Amministrazione Pubblica digitale, Turin, 
Giappichelli, 2020, 85-117. 
62 In Artificial Intelligence and Administrative Law. 
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demand for simplified, user-friendly, 
accelerated and round-the-clock services. 
Governments are increasingly using AI to 
modernise and transform public 
administration, redefining how they design 
and deliver policy strategies and services. 
However, the question remains whether the 
rules and principles of administrative law are 
sufficiently future-proofed to effectively 
regulate new forms of decision-making, as the 
use of AI introduces both new opportunities 
and new risks for public administration.  

Therefore, the deployment of these 
instruments in the public sector, in particular 
in administrative decision-making, should be 
accompanied by additional safeguards with 
the objective of ensuring transparency and 
accountability, as well as reduce risks and 
prevent or remedy any possible infringement 
of citizens’ rights. It should also be linked to 
the principles of good administration, as 
proposed by the Council of Europe.63 

Generally speaking, it can be argued that 
the opportunities presented by using AI for 
public services are manifold. In the 
administrative field, AI can relieve staff of 
tedious and repetitive tasks, such as 
processing millions of student applications for 
higher education. In addition to speeding up 
the decision-making process, automation 
promises to ensure a better allocation of 
material and human resources to tasks that 
algorithms cannot perform.  

From a citizen’s perspective, the use of AI 
can be invaluable in making better tailored 
decisions, thanks to massive data mining. AI 
can, for example, help better target vulnerable 
groups for automatic support through 
profiling, as in the case of the social energy 
tariff introduced in Belgium. In a way, AI can 
help to restore equal rights.64 

In short, AI can provide a better 
understanding of economic and social 
realities. In this way, it is a powerful lever for 
improving public policies thanks to the 
knowledge it produces.  

As advanced as it is, as an aid to decision-
making and public action, AI offers a wide 

 
63 It is proposed to revise the manual or guide 
L’Administration et vous. Principes de droit 
administratif concernant les relations entre 
l’Administration et les personnes, published by the 
Council of Europe in 2018 to adapt it to this issue. 
64 L. Cluzel-Métayer, Le potentiel et les risques de l’IA 
dans les services publics, in Cahiers français, vol. 441, 
issue 5, 2024, 60. 

range of functionalities. It can be used to 
identify and authenticate individuals;65 it can 
help determine access to public rights and 
services;66 in public security, AI-assisted 
video surveillance, for example, was 
authorised by the French legislator in the 
framework of the 2024 Olympic and 
Paralympic Games Act67 to facilitate the 
detection of anomalous events in public space. 
Similarly, in the fight against tax fraud, AI is 
being used by the authorities to better detect 
“anomalies”.68 

Today, generative AI (capable of 
performing the general tasks of autonomously 
creating new data - images, videos, text - from 
learned data) is being tested in public services 
to help agents write online responses to users. 
The possibility of using AI systems to support 
the drafting of medical reports in consultations 
in Spain is also being explored. Without 
claiming to be exhaustive, mention should 
also be made of the use of AI to increase the 
efficiency of the management of services and 
territories, as demonstrated by the emergence 
of “smart cities”, which aim to improve urban 
infrastructures and services and thus the 
quality of life of citizens.  

Concerning the risks that, in this constant 
duality, are opposed to the benefits indicated, 
the most important are those of a legal nature; 
the risk of acceptability by citizens and public 
employees - which is connected to what has 
been said regarding the general context -; and 
finally, the risks from a technical perspective, 
with cybersecurity being highlighted here.69  

Among the first, mention should be made 
of the infringement of the right to data 

 
65 For example, PARAFE (le passage rapide aux 
frontières extérieures), a facial recognition system, is 
starting to be used in French airports to facilitate border 
crossings.  
66 France Travail, for example, uses an AI system to 
determine the eligibility of the unemployed for the re-
integration unemployment benefit, as well as the 
amount and duration of this assistance. 
67 Loi du 19 mai 2023 relative aux jeux Olympiques et 
Paralympiques de 2024 et portant diverses autres 
dispositions. 
68 L. Cluzel-Métayer, C. Prébissy-Schnall and E.Mª. 
Menéndez Sebastián, La transformación del control 
fiscal por la tecnología digital: el ejemplo francés, in 
Anuario de la red eurolatinoamericana de Buen 
Gobierno y Buena Administración, Argentina, IJ 
Editores, vol. 3, 2023. 
69 In this regard, see, among others, the works of M. 
Fuertes López, Metamorfosis del Estado. Maremoto 
digital y ciberseguridad, Madrid, Marcial Pons, 2022; 
and D. Canals I Metller, Ciberseguridad. Un nuevo reto 
para el Estado y los Gobiernos Locales, Madrid, El 
Consultor de los Ayuntamientos, 2021. 
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protection70 - in this respect, the access 
footprint of the Estonian system71 -, damages 
that may give rise to financial liability, the 
lack of adequate transparency, the difficulty in 
explaining and motivating decisions,72 doubts 
about the imputability,73 the possibility of 
discrimination, or even specific ethical 
questions. And all this, without forgetting 
other crucial aspects, such as the impact on 
the organisation and public employment;74 
social fragmentation,75 or even damage to the 
natural environment - for example, through 
energy expenditure -.76 

Although, as Lucie Cluzel-Metayer77 has 
pointed out, the potential is not negligible, and 
the risks cannot be underestimated. First of 
all, there is a danger that the use of AI will 
infringe certain fundamental freedoms, given 
that it must be borne in mind that the 
effectiveness of AI depends on the massive 
exploitation of data, which is often personal 
data. Therefore, the risk of invasion of privacy 
and breach of data protection is very high, 
especially when AI allows direct identification 
of the individual in public space,78 as is the 

 
70 J.L. Domínguez Álvarez, Inteligencia Artificial, 
derecho administrativo y protección de datos 
personales. Entre la dignidad de la persona y la 
eficacia administrativa, in Ius et Scientia, vol. 7, issue 
1, 2021, 304-326 and R. Martínez, Inteligencia artificial 
desde el diseño. Retos y estrategias para el 
cumplimiento normativo, in Revista Catalana de Dret 
Públic, vol. 58, 2019, 64-81. 
71 K. Nyman Metcalf, e-Governance and Good 
Administration: Examples from Estonia, in ERDAL, vol. 
3, Issue 1, 2022. 
72 In the words of Vv.Aa., Al Watch Road to the 
Adoption of Artificial Intelligence by the Public Sector. 
A Handbookfor Policymakers, Public 
Administrationsand Relevant Stakeholders, 
Luxembourg, Publications Office of the European 
Union, 2022, the algorithmic bias, opacity and 
complexity of algorithms. 
73 MªC. Cavallaro, Imputazione e responsabilità delle 
decisioni automatizzate, in ERDAL, vol. 1, Issue 1-2, 
2020, 69-74. 
74 D. Acemoglu and P. Restrepo, Artificial intelligence, 
automation, and work. In The economics of artificial 
intelligence: An agenda, University of Chicago Press, 
2018, 197-236. 
75 Vv.Aa., Artificial Intelligence in Government: Taking 
Stock and Moving Forward, in Social Science Computer 
Review, 2021. 
76 Vv.Aa, Green AI, ArXiv:1907.10597, 2019, 
http://arxiv.org/abs/1907.10597. 
77 L. Cluzel-Metayer, IA : quel potentiel et quels risques 
dans les services publics ?, in Vie publique, 5 april 
2024. 
78 Precisely for this reason, this type of use is even 
prohibited, with justified exceptions, by the IA 
Regulation, as I will say later. 

case with facial recognition,79 or when it uses 
data that individuals are not aware of 
disclosing, as is the case with AI used in the 
context of tax audits, e.g. in terms of social 
networks.80 

As the author points out, moreover, when 
AI is deployed in public spaces, its use poses 
risks not only to privacy but also to other 
freedoms such as freedom of movement, 
freedom of expression, demonstration and 
conscience, since for these freedoms to be 
exercised freely in public space, the 
preservation of anonymity is essential. The 
feeling of being watched can have a deterrent 
effect81 on the exercise of these freedoms.  

On the other hand, AI can also have 
significant discriminatory biases,82 as 
algorithms reproduce the subjectivity of the 
data that feeds them, or even augment it by 
their scale of deployment. The COMPAS 
algorithm used in the US justice system83 to 
decide whether or not to release inmates based 
on the risk of recidivism is an example of 
this.84 In addition, the use of AI systems can 
lead to the stigmatisation of specific 
populations, which are monitored more 
closely than others.85 Discrimination can 

 
79 In this regard, see the monographic study of the 
journal ERDAL Law Enforcement Technologies: The 
Realm of Facial Recognition, 2024; the works of C. 
Lequesne Roth, La reconnaissance faciale dans 
l’espace public - Bilan et perspectives européennes, in 
Droit de la propriété intellectuelle et du numérique, 
June 2020 , 312 et seq; as well as B. Zulehner, EU 
Artificial Intelligence Act: Regulating the Use of Facial 
Recognition Technologies in Publicly Accessible 
Spaces, Vienna, European Union Law Working Papers, 
vol. 91, 2024. 
80 This is the French case. 
81 What the Anglo-Saxons call the chilling effect. 
82 In this respect, reference should be made to E.Mª 
Menéndez Sebastián and B.Mª. Mattos Castañeda, 
Better decision-making, algorithmic discrimination and 
gender biases: a new challenge for the administration of 
the 21st century. 
83 See in this regard 881 N.W.2d 749 (Wis. 2016) State 
v. Loomis. 
84 This system is fed with data that appear neutral and 
perfectly legal, however, in reality, they convey racial 
discrimination resulting from the exploitation of old 
decisions, imbued with racial prejudice: the algorithm 
reproduces pre-existing biases, inmates of African-
American origin have higher recidivism risk scores than 
Caucasian inmates. Regarding the possible risks of 
discrimination see E.Mª Menéndez Sebastián and B.Mª. 
Mattos Castañeda, Better decision-making, algorithmic 
discrimination and gender biases: a new challenge for 
the administration of the 21st century. 
85 Thus, the Défenseur des droits for example, warned 
that the AI for the fight against fraud in social benefits, 
used by the National Family Allowance Fund, is most 
often targeted at beneficiaries receiving the most 

https://www.vie-publique.fr/parole-dexpert/293547-ia-quel-potentiel-et-quels-risques-dans-les-services-publics
https://www.defenseurdesdroits.fr/intelligence-artificielle-la-defenseure-des-droits-appelle-garantir-le-droit-de-la-non-376
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therefore be generated by the choice of data 
and the parameterisation of the algorithm. It 
can also be the work of the AI itself. It should 
not be forgotten that the functioning of a 
machine learning AI is not explainable, not 
even by the developers who programmed it. 
During the learning phase, it is the AI that 
proposes results based on statistical 
correlations from the billions of data that have 
trained it.  

On the other hand, in addition to these risks 
to fundamental freedoms, there are those 
related to the digital environment. With the 
increasing digitisation of public services, their 
digital attack surface, which can be defined as 
the set of physical and digital elements that 
could be compromised to facilitate a cyber-
attack, has naturally expanded.86  

It is also worth noting that the energy cost 
of using AI, which has increased considerably 
with the massive diffusion of its applications, 
cannot be underestimated in the context of the 
global warming we are experiencing.87 

In addition to other identified risks to 
employment, such as increased 
“proletarianisation” of workers deprived of 
skills, disengagement of workers due to the 
impoverishment of interpersonal relationships 
or increased delegation of decision-making.88 

5. The approach adopted by the European AI 
Regulation 
Against this background, the so-called AI 

Regulation or AI Law89 has been adopted in 
 

precarious social benefits because among the “risk 
factors” likely to generate a report, there is the absence 
or irregularity of employment and the lack or weakness 
of resources. See the reports Algorithmes : prévenir 
l’automatisation des discriminations, 2020 and 
Technologies biometiques : l’impératif respect des 
droits fondamentaux, 2021. 
86 On this topic see, for example, Vv.Aa., La 
digitalización en los servicios públicos. Garantías de 
acceso, gestión de datos, automatización de decisiones 
y seguridad, Madrid, Marcial Pons, 2024. 
87 In this respect, the report by ARCEP, Pour un 
numérique soutenable, France, 2022, shows that 
greenhouse gas emissions from data centre operators 
have increased by 14% in one year, reaching 95,000 
tonnes of CO2 equivalent in 2022. This increase is 
mainly due to a significant increase in indirect 
emissions linked to electricity consumption, which 
accounts for more than 90% of the overall emissions of 
data centre operators. 
88 These are three of the risks identified in the report by 
R. Hindi and L. Janin (Co-pilots), Anticiper les impacts 
économiques et sociaux de l’intelligence artificielle by 
France Stratégie, France, March 2017. 
89 Regulation (EU) No. 2024/1689 of the European 
Parliament and of the Council of 13 June 2024 laying 

the European Union, which provides AI 
developers and implementers with 
requirements and obligations in relation to 
specific uses of AI. At the same time, the 
Regulation aims to reduce administrative and 
financial burdens for businesses, in particular 
small and medium-sized enterprises, and is 
part of a broader package of policy measures 
to support the development of reliable AI, 
which also includes the AI innovation 
package90 and the coordinated plan on AI.91 
Taken together, these measures aim to ensure 
the safety and fundamental rights of 
individuals and businesses with regard to AI,92 
while also aiming to strengthen uptake, 
investment and innovation in AI across the 
EU. 

The AI Regulation is seen as a key 
milestone in the regulation of AI, although 
there are other instruments, such as the first 
legally binding international treaty aimed at 
ensuring respect for human rights, the rule of 
law and democratic legal standards in the use 
of artificial intelligence systems, the 
Framework Convention on Artificial 
Intelligence and Human Rights, Democracy 
and the Rule of Law, adopted by the Council 
of Europe, and which was signed by European 
Commission on 5 September 2024, during the 
informal conference of Council of Europe 
Ministers of Justice in Vilnius (Lithuania)93 
For its part, the United States adopted on 30 
October 2023, an executive order on the 
subject.94 However, in this paper I will focus 

 
down harmonised rules in the field of 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 Regulation), which 
although directly applicable will require adaptations of 
national laws, e.g. see Law Society Of Ireland, 
Submission on the National Implementation of EU 
Harmonised Rules on Artificial Intelligence (AI Act), 
2024. 
90 Available at https://ec.europa.eu/commission/press 
corner/detail/es/ip_24_383. 
91 Aims to accelerate investment in AI, implement AI 
strategies and programmes and harmonise AI policy to 
avoid fragmentation in Europe (https://digital-
strategy.ec.europa.eu/es/policies/plan-ai). 
92 As M. Ho-Dac, Considering Fundamental Rights in 
the European Standardisation of Artificial Intelligence: 
Nonsense or Strategic Alliance?, in K. Jakobs (ed.), 
Joint Proceedings EURAS & SIIT 2023, Verlag Günter 
Mainz, June 2023, has pointed out, fundamental rights 
considerations have a crucial role to play in European 
AI standards. 
93 Nº 225. 
94 Specifically, Executive Order (E.O.) 14110 on Safe, 

https://digital-strategy.ec.europa.eu/en/policies/plan-ai
https://ec.europa.eu/commission/presscorner/detail/en/ip_24_383
https://ec.europa.eu/commission/presscorner/detail/en/ip_24_383
https://digital-strategy.ec.europa.eu/en/policies/plan-ai
https://digital-strategy.ec.europa.eu/es/policies/plan-ai
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on the European Union’s AI Act.95 
As I have already said, the new rules set 

out in the European AI Regulation aim to 
promote trustworthy AI in Europe and 
beyond, ensuring that AI systems respect 
fundamental rights, security and ethical 
principles and addressing the risks of 
compelling and impactful AI models.96 

The European AI Regulation, discussed in 
this collective work, aims to ensure that 
European citizens can have confidence in 
what AI has to offer. In this respect, while 
most AI systems present limited or no risk and 
can contribute to solving many societal 
challenges, specific AI systems create risks 
that must be addressed to avoid undesirable 
outcomes. Suffice it to say that, as we know, it 
is not uncommon that it is not possible to 
know why an AI decision was made, making 
it difficult to assess whether someone has 
been unfairly disadvantaged, such as in a 
hiring decision or an application for public 
subsidies. 

These difficulties are exacerbated when it 
comes to public sector decisions, where 
accountability in general and motivation in 
particular, require special care with regard to 
explainability.97 And it should not be lost sight 
of the fact that many of the uses of AI in the 
public sector may fall within the scope of 
Annex III of the Regulation, i.e. among those 
considered high risk. 

Against this background and although there 
was some protection under some rules, these 
were clearly insufficient, so the adoption of 
the AI Regulation aims to address these gaps 

 
Secure, and Trustworthy Development and Use of 
Artificial Intelligence, which sets as one of the core 
issues the consideration of AI bias and civil rights. 
Specifically, the order states that AI models can 
perpetuate bias and their application can lead to civil 
rights violations, and includes a section on fairness and 
civil rights. 
95 Regarding this regulation see also, among others, A. 
Huergo Lora (Dir.) and G. Díaz González, The EU 
regulation on Artificial Intelligence: A commentary, 
Milan, Cedam, 2025. 
96 The need to reduce the regulatory burden, as indicated 
in the Draghi report, should also be taken into account 
in this respect. 
97 In this regard, reference should be made to E.Mª 
Menéndez Sebastián, Motivation and explainability of 
decisions and access to source code , in ERDAL, 2025 
(monograph Towards ‘oversight by design’? Legal 
foundations for effective oversight in automated public 
administration). See also, among others, G. Pavlidis, 
Unlocking the Black Box: Analysing the EU Artificial 
Intelligence Act’s Framework for Explainability in AI, 
in Law Innovation and Technology, vol. 16, issue 1, 
2024. 

and, in particular, to address the specific 
challenges that AI systems may pose.98 

This AI regulatory framework aims, in 
particular, to ensure that AI systems placed on 
the market are safe and comply with existing 
legislation on fundamental rights, EU values, 
the rule of law and environmental 
sustainability; to promote the adoption of 
reliable and human-centred AI; to ensure a 
uniform legal framework to facilitate 
investment and innovation; to strengthen 
governance and enforcement of existing 
legislation on security requirements for AI 
systems and fundamental rights; and to 
improve the functioning of the internal market 
for legal and safe AI applications and avoid 
market fragmentation. 

In particular, the Regulation provides for 
harmonised rules on the placing on the 
market, putting into service and use of AI 
systems in the EU; the prohibition of certain 
practices; specific requirements for high-risk 
AI systems; harmonised transparency rules for 
certain systems;99 as well as measures to 
support innovation, in particular for small and 
medium-sized enterprises. 

This is to ensure consistency with the EU 
Charter of Fundamental Rights, but also with 
secondary EU legislation on data protection, 
consumer protection, non-discrimination and 
gender equality. The Regulation complements 
existing non-discrimination legislation by 
introducing requirements aimed at minimising 
the risk of algorithmic discrimination, with 
obligations on testing, risk management, 
documentation and human control throughout 
the lifecycle of AI systems. 

Ultimately, this approach must consider the 
benefits, including social and environmental 
benefits, that AI can bring, as well as the new 
risks or negative consequences that the 
technology may bring.  

 
98 And, in particular, to address risks specifically created 
by AI applications, prohibit AI practices that pose 
unacceptable risks, determine a list of high-risk 
applications, establish clear requirements for AI systems 
for high-risk applications, define specific obligations for 
implementers and providers of high-risk AI 
applications, require a conformity assessment before a 
given AI system is put into service or introduced to the 
market, enforce compliance after a given AI system is 
introduced to the market, and establish a governance 
structure at European and national level. 
99 In particular, AI systems designed to interact with 
people, emotion recognition and biometric 
categorisation systems, and generative AI systems used 
to generate or manipulate images, audio or video 
content. 

https://commission.europa.eu/topics/eu-competitiveness/draghi-report_en#paragraph_47059
https://www.vie-publique.fr/node/20302
https://www.vie-publique.fr/node/20322
https://www.vie-publique.fr/node/20322
https://www.vie-publique.fr/node/19588
https://www.vie-publique.fr/questions-reponses/292157-intelligence-artificielle-le-cadre-juridique-europeen-en-6-questions
https://digital-strategy.ec.europa.eu/en/policies/ai-office
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As is well known, the approach adopted by 

the EU is precisely a risk-based approach, 
defining four levels of risk for AI systems: 
unacceptable, high risk, limited risk and 
minimal or no risk.100 Thus, all AI systems 
considered to be a clear threat to security, 
livelihoods and human rights are prohibited. It 
is to those AI systems identified as high risk 
that I will refer below, as it is to these that the 
FRIA applies.  

Limited risk refers to risks associated with 
a lack of transparency in the use of AI. To this 
end, the AI Regulation introduces specific 
transparency obligations to ensure that people 
are informed where necessary, building trust. 
For example, when using AI systems such as 
chatbots, humans must be aware that they are 
interacting with a machine so that they can 
make an informed decision to continue or step 
back. Providers must also ensure that AI-
generated content is identifiable. In addition, 
AI-generated text published for the purpose of 
informing the public on matters of public 
interest must be labelled as artificially 
generated, which extends equally to audio and 
video content. 

Finally, with regard to minimal or no risk, 
the AI Act allows its use without the need for 
the controls or permissions set for other types. 
This includes applications such as AI-enabled 
video games or spam filters. The vast majority 
of AI systems currently used in the EU fall 
into this category, although, as already 
mentioned, in the public sector, many of the 
AI systems that could be deployed fall 
precisely into the high-risk category. 

6. The Fundamental Rights Impact 
Assessment report 
Faced with the above panorama of possible 

risks, the AI Regulation has established 
specific measures, including, for example, the 
conformity assessment provided for in art. 9, 
without forgetting the data protection impact 
assessment established in art. 35 of the GDPR. 
However, here I would like to refer, in 
particular and without losing sight of all these 
other assessment instruments, to the 
fundamental rights impact assessment report, 
also known as FRIA (fundamental rights 
impact assessment), which is established in 

 
100 On this typology, see, among others, M.M. Razquín 
Lizárraga, Sistemas de IA prohibidos, de alto riesgo, de 
limitado riesgo, o de bajo o nulo riesgo, in Revista de 
Privacidad y Derecho Digital, vol. 34, 2024. 

art. 27 of the aforementioned European 
Regulation. This instrument is undoubtedly 
destined to play a crucial role in the evaluation 
of AI systems, especially, as will be said, in 
the public sector, but we will have to wait and 
see how it is implemented in practice and its 
results. It is true that, as will be said, there are 
already certain previous experiences 
implemented in other countries, although they 
will have to be adapted to what is now 
established in the AI Regulation, to the 
perspective adopted by this European standard 
and, without a doubt, to its purpose, so that in 
the absence of greater precision in the 
regulatory text finally approved, it will be 
necessary to fine-tune the design of this tool. 

Prior to a more detailed analysis of the 
provisions of Article 27 of the AI Regulation, 
some general considerations must be taken 
into account. Firstly, it is a prior assessment 
that introduces an ex-ante approach, although 
it will not be limited exclusively to this phase, 
it must be sustained over time. Thus, like all 
risk assessments of situations that may evolve, 
this assessment has an iterative circular 
structure, so it must be repeated as 
technological, social and contextual changes 
impact on some of the relevant elements of a 
previous assessment.101 

On the other hand, this assessment is 
intended to enable the deploying officer to 
identify the specific risks to the rights of 
individuals or groups of individuals that may 
be affected and to identify the measures to be 
taken in the event that these risks materialise. 

Nor should it be forgotten that this is an 
expert-based assessment. So, while guidelines 
and templates can facilitate the assessment, 
the impact on fundamental rights cannot be 
fully automated. Indeed, the relevant 
parameters to be taken into account are 
inevitably based on context and expert 
knowledge of fundamental rights, so it is 
essential to take into account theoretical and 
jurisprudential developments.102 

This is a risk-based assessment approach 
applied to the area of fundamental rights, 
which, on the other hand, is not entirely new, 
on the contrary, there is already experience in 
this area, such as the human rights impact 

 
101 A. Mantelero, The Fundamental Rights Impact 
Assessment (FRIA) in the AI Act: Roots, legal 
obligations and key elements for a model template, in 
Computer Law & Security Review: The International 
Journal of Technology Law and Practice, vol. 54, 2024. 
102 Idem. 
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assessment,103 albeit with some differences,104 
and especially in the area of data protection. 

In short, from this perspective, it responds 
to the basic idea underlying this work, i.e. the 
need to weigh up the risks and benefits of AI 
adequately and, in general, of innovation.105 It 
should be borne in mind that the European 
legislator has also adopted a favourable view 
of innovation, opting for an acceptable risk, 
which is why this assessment takes on a vital 
role, in my opinion. 

6.1. Objective scope: which AI systems are 
required to be controlled? 

In order to understand the scope of the so-
called FRIA, it is necessary to start with the 
scope of the application. With regard to the 
objective aspect, it should be specified that it 
is intended for high-risk AI systems, as 
referred to in Article 6(2), with the exception 
of high-risk AI systems intended for use in the 
area listed in Annex III(2). 

Nevertheless, let us recall beforehand that, 
as already mentioned, the approach adopted 
by this European standard is precisely that of 
risk. As one author has rightly pointed out, in 
a situation where the drive for innovation is 
pitted against concerns about possible 
negative effects on a large scale, the logic of 
risk management seems to be the most 
appropriate way of finding a balance and 
defining what risk is acceptable and to what 
extent. Moreover, it introduces, as I have 
already mentioned, an ex ante approach that 
allows avoiding the commercialisation of 
harmful applications, rather than assessing a 
posteriori the correct behaviour of 
manufacturers and implementers in the 
market, in compliance with the general 
principles.106 

The regulation, which will enter into force 

 
103 See, for example, N. Götzmann (ed.), Handbook on 
Human Rights Impact Assessment, Cheltenham, Edward 
Elgar Publishing, 2019. 
104 The human rights impact assessment is also worth 
mentioning, although, as indicated by A. Mantelero, 
Beyond Data: Human Rights, Ethical and Social Impact 
Assessment in AI, Berlin, Springer, 2022, 51-52, there 
are differences that need to be taken into account. 
105 Minimising the former and maximising the latter, as 
proposed in National Institute of Standards And 
Technology, Artificial Intelligence Risk Management 
Framework (AI RMF 1.0), 2023. 
106 A. Mantelero, The Fundamental Rights Impact 
Assessment (FRIA) in the AI Act: Roots, legal 
obligations and key elements for a model template, in 
Computer Law & Security Review: The International 
Journal of Technology Law and Practice, 2. 

in 2026, is in line with the logic of subjecting 
specific uses of AI to strict requirements, 
particularly in terms of transparency. To this 
end, it distinguishes AI according to its risks 
to health, security, democracy, fundamental 
freedoms and the rule of law. 

Some uses are purely and simply 
prohibited,107 although the prohibition is 
accompanied by a notable exception, which 
allows the authorities to use this type of AI to 
the extent that such use is strictly necessary.108 

This leads first of all to the high-risk AI 
systems to which the assessment report under 
consideration here applies and, ultimately, to 
Annex III, which is where they are listed, 
although art. 6. 3 allows an AI system referred 
to in the said Annex not to be considered as 
high risk when it does not pose a significant 
risk of causing harm to the health, safety or 
fundamental rights of natural persons, also by 
not substantially influencing the outcome of 
decision-making, which is considered to be 
the case when any of the following conditions 
are met: the AI system is intended to perform 
a limited procedural task; the AI system is 
intended to improve the outcome of a 
previously performed human activity; the AI 
system is intended to detect decision-making 
patterns or deviations from previous decision-
making patterns and is not intended to replace 
or influence the previously performed human 
assessment without adequate human review; 
or the AI system is intended to perform a 
preparatory task for an assessment that is 
relevant for the purposes of the use cases 
listed in Annex III. However, even in these 
cases, it is also specified that the AI systems 
referred to in Annex III shall always be 
considered as high risk when the AI system 
performs profiling of natural persons.109 

 
107 This is the case for social rating systems, certain 
emotion recognition systems in the workplace and 
education, systems capable of manipulating human 
behaviour or exploiting certain vulnerabilities, or even 
so-called “predictive justice” tools aimed at profiling 
individuals to assess their risk of committing criminal 
offences. This is also the case for AI systems for real-
time remote biometric identification (VSA) in public 
spaces for law enforcement purposes.  
108 The search for victims, the prevention of a specific, 
substantial and imminent threat to life or limb or the 
prevention of terrorist attacks, but also the search for 
perpetrators of serious crimes, may justify, for example, 
the use of facial recognition. 
109 As indicated by the French Conseil Constitutionnel 
in its decision of 27 December 2019, although without 
completely banishing the application of this type of tool 
in the fight against fraud, the use of predictive 
algorithms in the creation of profiles must be guided by 
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Drilling down to the detail, AI systems 

identified as high risk include AI technology 
used in critical infrastructure,110 which could 
endanger the life and health of citizens; 
educational or vocational training, which may 
determine access to education and a person’s 
life’s career path;111 product safety 
components;112 employment, management of 
workers and access to self-employment;113 
essential public and private services;114 law 
enforcement that may interfere with the 
fundamental rights of individuals;115 migration 
management, asylum and border control;116 or 
the administration of justice and democratic 
processes.117 

These high-risk AI systems are subject to 
strict obligations before they can be 
introduced to the market, such as having 
adequate risk assessment and mitigation 

 
the precautionary principle, especially given the known 
background, and, where appropriate, the design, 
implementation and supervision of the system must be 
taken to the utmost. Indeed, the dangers of this type of 
use of AI are already warned of in Article 22 of the 
GDPR. It is worth raising another issue for debate: it 
should be recalled that this provision, which is not 
applicable to legal persons, is limited to those cases that 
have legal effects or significantly affect the data subject 
in a similar way. Examples include the cancellation of a 
contract or the refusal of a benefit, citizenship or entry 
into a country (Guidelines on automated individual 
decisions and profiling for the purposes of Regulation 
2016/679). In those cases the effect is obvious, but 
when is profiling for the purpose of predicting possible 
fraud? In other words, in such cases it does not have an 
immediate legal effect, but even precedes the opening of 
the corresponding refund or sanctioning procedure. The 
same applies when a person decides to initiate an 
inspection or when this choice is made randomly. 
However, it is also possible to use these positive 
profiling systems, for example, to design the subsidies 
themselves, as proposed by A. Bueno Armijo, 
Subvenciones locales, blockchain y actuación 
administrativa automatizada, in Blockchain y 
Gobiernos locales, Madrid, Fundación Democracia y 
Gobierno Local, 275-324, to detect needs, identify 
potential recipients, etc. It should also be remembered 
that AI systems include those that illustrate the possible 
consequences of public decisions, i.e. simulators, which 
can also contribute to improving the accuracy and 
appropriate design of calls for subsidies. 
110 For example, transport. 
111 As could be the marking of exams. 
112 For example, the application of AI in robot-assisted 
surgery. 
113 This is the case for CV classification software for 
procurement procedures. 
114 An example could be the credit rating that denies 
citizens the opportunity to obtain a loan. 
115 The example of assessing the reliability of tests has 
been given. 
116 Such as the automated examination of visa 
applications. 
117 For example, AI solutions to search for court rulings. 

systems; high quality of the data sets feeding 
the system to minimise risks and 
discriminatory outcomes; recording of activity 
to ensure traceability of results; detailed 
documentation providing all necessary 
information about the system and its purpose 
for the authorities to assess its compliance; 
clear and adequate information to the 
implementer; adequate human oversight 
measures to minimise risks and discriminatory 
outcomes; detailed documentation that 
provides all the necessary information about 
the system and its purpose for authorities to 
assess compliance; clear and adequate 
information to the implementer; adequate 
human oversight measures to minimise risk; 
and a high level of robustness, security and 
accuracy. 

As mentioned above, moreover, all remote 
biometric identification systems are 
considered high-risk and subject to strict 
requirements. The use of remote biometric 
identification in publicly accessible spaces for 
law enforcement purposes is, in principle, 
prohibited. Limited exceptions are strictly 
defined and regulated, such as when necessary 
to search for a missing child, to prevent a 
specific and imminent terrorist threat, or to 
detect, locate, identify or prosecute a 
perpetrator or suspect of a serious crime. And 
such uses are subject to authorisation by a 
judicial or other independent body and to 
appropriate limits on time, geographic scope 
and databases consulted.118 

6.2. Subjective scope: the specific nature of 
the public sector 

If I have previously referred very briefly to 
the objective scope of the FRIA, it is now time 
to refer to the subjective scope from a double 
dimension. On the one hand, in terms of who 
is affected by the instrument and, on the other 
hand, in connection with the objective sphere, 
the subjects who use the high-risk systems 
referred to in this assessment. 

Art. 27 refers to those responsible for 
deployment that are bodies governed by 
public law or private entities providing public 
services and those responsible for the 
deployment of high-risk AI systems referred 
to in Annex III, point 5(b) and (c), as those 

 
118 See, among others, the work of C. Lequesne Roth, 
Reconnaissance faciale et libertés fondamentales au 
tournant de la redevabilité, in Raison Publique, 20 June 
2024. 
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who must carry out this assessment119. 
That is to say, on the one hand, the FRIA 

must be carried out by those responsible for 
the deployment, not by suppliers and, on the 
other, it is limited to specific subjects, with 
particular emphasis on the express reference 
to the public sector, both in terms of public 
law bodies, which obviously includes public 
administrations, and private entities that 
provide public services, which will therefore 
include contractors and concessionaires. 

This, on the one hand, represents a major 
restriction on the initial provision of the draft 
AI Regulation, which generally referred to AI 
systems, with some specific exceptions, and 
on the other hand, it highlights the difference 
that I believe exists between the use of AI 
systems in the private and the public sector. 

On the other hand, Annex III(5)(c) and (d), 
in which case the FRIA requirement is not 
restricted to those subjects but extended to all, 
refer to AI systems intended to be used for 
risk assessment and pricing in relation to 
natural persons in the case of life and health 
insurance; as well as AI systems intended to 
be used for the assessment and ranking of 
emergency calls made by natural persons or 
for the dispatch or prioritisation of first 
responders in emergency situations, e.g. 
police, fire and medical care services, and in 
patient triage systems in the context of 
emergency health care; both within access to 
and enjoyment of essential private services 
and essential public services and benefits.120 

 
119 In any case, it is necessary to take into account the 
scope of application of the European AI Act and, in 
particular, its Art. 2.3, given that it establishes that: 
“This Regulation does not apply to areas outside the 
scope of Union law, and shall not, in any event, affect 
the competences of the Member States concerning 
national security, regardless of the type of entity 
entrusted by the Member States with carrying out tasks 
in relation to those competences. This Regulation does 
not apply to AI systems where and in so far they are 
placed on the market, put into service, or used with or 
without modification exclusively for military, defence 
or national security purposes, regardless of the type of 
entity carrying out those activities. This Regulation does 
not apply to AI systems which are not placed on the 
market or put into service in the Union, where the 
output is used in the Union exclusively for military, 
defence or national security purposes, regardless of the 
type of entity carrying out those activities.” 
120 In this case, some cases related to health would fit in, 
regardless of whether this is public or private, which 
seems entirely appropriate, considering that while in the 
previous cases, it refers to certain public services 
provided by the administrations, either directly or 
indirectly, hence extending to contractors and 
concessionaires; here we are dealing with services that 

As Recital 96 of the Regulation itself 
explains, in order to effectively ensure the 
protection of fundamental rights, those 
responsible for the deployment of high-risk AI 
systems that are public law bodies or private 
entities providing public services and those 
responsible for the deployment of specific 
high-risk AI systems listed in the Annex to the 
Regulation, such as banking or insurance 
entities, must carry out a fundamental rights 
impact assessment before putting them into 
operation. It notes that some important 
services for individuals that are of a public 
nature may also be provided by private 
entities and that private entities providing 
these public services are linked to public 
interest functions, for example, in the fields of 
education, healthcare, social services, housing 
and the administration of justice.121 

These are all areas where the application of 
possible AI systems is being studied and is 
already being used, for example, for the 
prioritisation of health emergencies, the 
allocation of students to educational 
institutions, eligibility and amount of social 
benefits, etc. 

Therefore, in most cases, AI systems used 
by public administrations will be allowed but 
will fall into the high-risk AI category that 
justifies the application of specific rules to 
prevent dangers.122 Thus, technical and 
procedural measures must be taken to ensure 
traceability of AI use,123 robustness of 
systems, transparency vis-à-vis users and 
human control. The general idea is to 
“maintain control” to avoid any 
dehumanisation, i.e. to be able to interpret the 
results proposed by AI, to test the AI system 
regularly, to modify them if necessary, to 
distance oneself from the proposed solutions 
or even to renounce their use.124 

In addition, these systems will have to be 

 
can be public or private, such as health. 
121 Regarding the application of AI in the judicial field, 
see, for example, A.J. Sánchez Sáez, El posible uso de 
la inteligencia artificial en el ámbito judicial: contexto 
jurídico español y europeo. Especial referencia al 
contencioso-administrativo, in Rivista italiana di 
Informatica e Diritto, vol. 2, 2023. 
122 On this issue, see, among others, M. Suksi, 
Administrative due process when using automated 
decision-making in public administration: some notes 
from a Finnish perspective, in Artificial Intelligence and 
Law, vol. 29, issue 4, March 2021. 
123 Risk management system, data governance, technical 
documentation, and measures for recording AI activity. 
124 L. Cluzel-Métayer, Le potentiel et les risques de l’IA 
dans les services publics, cit. 

https://www.government.nl/documents/reports/2024/06/20/fraia-in-action#:~:text=The%20Fundamental%20Rights%20and%20Algorithm%20Impact%20Assessment%20%28FRAIA%29,the%20Ministry%20of%20the%20Interior%20and%20Kingdom%20Relations.
https://www.government.nl/documents/reports/2024/06/20/fraia-in-action#:~:text=The%20Fundamental%20Rights%20and%20Algorithm%20Impact%20Assessment%20%28FRAIA%29,the%20Ministry%20of%20the%20Interior%20and%20Kingdom%20Relations.
https://dialnet.unirioja.es/servlet/revista?codigo=28472
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registered in an EU database after assessing 
their compliance with these requirements. In 
this way, citizens will be able to access an 
inventory of the AI systems used by public 
administrations, which connects with the 
accountability and public governance idea 
mentioned at the beginning of this paper. 

Along these lines, it is also worth 
highlighting the aforementioned Recital 96 of 
the European AI Regulation, which also 
points to another basic principle of this new 
public governance, namely the participation of 
both experts and stakeholders in this 
assessment and the design of the necessary 
measures.125 This will undoubtedly also 
enhance acceptability by citizens, something 
which, as the French Conseil d’État has 
already indicated, is essential for 
implementing AI systems.126 

6.3. Content of the evaluation 
In accordance with art. 27 of the AI 

Regulation, the assessment should contain the 
following elements: (a) a description of the 
processes of the deployer in which the high-
risk AI system will be used in line with its 
intended purpose; (b) a description of the 
period of time during which each high-risk AI 
system is intended to be used and the 
frequency with which it is intended to be used; 
(c) the categories of natural persons and 
groups that may be affected by its use in the 
specific context; (d) the specific risks of harm 
that may affect the categories of natural 
persons and groups identified in accordance 
with point (c) of the same paragraph, taking 
into account the information provided by the 
provider in accordance with Article 13; (e) a 

 
125 Given that it determines that after carrying out such 
an impact assessment, the deployer should notify the 
relevant market surveillance authority and that where 
appropriate, in order to collect the relevant information 
necessary to carry out the impact assessment, the 
deployers of a high-risk AI system, in particular where 
the AI system is used in the public sector, may involve 
relevant stakeholders, such as representatives of groups 
of persons likely to be affected by the AI system, 
independent experts or civil society organisations, in 
carrying out such impact assessments, may involve 
relevant stakeholders, such as representatives of groups 
of people likely to be affected by the AI system, 
independent experts or civil society organisations, in 
carrying out such impact assessments and in designing 
the measures to be taken in case of materialisation of the 
risks.  
126 Council of State, Artificial intelligence and public 
action: building trust, serving performance. Etude 
adoptée en assemblée générale pleénière du 
31/03/2022. 

description of the implementation of human 
oversight measures, in accordance with the 
instructions for use; and (f) the measures to be 
taken in the event that such risks materialise, 
including internal governance arrangements 
and grievance mechanisms. 

This highlights that the ultimate goal is to 
mitigate and anticipate response measures but 
that detecting a risk does not necessarily 
imply that the use of the AI system in question 
is avoided. 

Moreover, as mentioned above, this 
obligation applies to the first use of the high-
risk AI system, although if, during the use of 
the high-risk AI system, the deployer 
considers that any of the elements in question 
have changed or are no longer up to date, 
he/she must take the necessary steps to update 
the information. In other words, as I said, it is 
not only a pre-assessment but also an iterative 
circular assessment. 

In addition, the rule allows that in similar 
cases the deployer may rely on previously 
conducted fundamental rights impact 
assessments or existing impact assessments 
conducted by providers, but this does not 
imply that the FRIA can be replaced by such 
assessments.127 

Therefore, pending the development by the 
AI Office of a model questionnaire, also using 
an automated tool, in order to make it easier 
for those responsible for deployment to 
comply with this obligation in a simplified 
manner, it is worth considering how the FRIA 
could be designed. This is taking into account 
that, in any case, such an assessment cannot 
simply be limited to a generalised automated 
check but will have to be adapted to each 
individual case. 

Very briefly, it is worth noting a number of 
issues that need to be taken into account in the 
development of the FRIA. Firstly, the 
importance of contextualising the AI system 
and its use, given that it is necessary to 
identify the processes in which it will be used, 
the intended purpose, the period of time and 
intensity of use and, especially, the groups of 
people who could be affected. 

 
127 Moreover, according to Article 27(4) itself, if any of 
the obligations set out in this Article are already 
fulfilled by the data protection impact assessment 
carried out pursuant to Article 35 of Regulation (EU) 
2016/679 or Article 27 of Directive (EU) 2016/680, the 
fundamental rights impact assessment referred to in 
paragraph 1 of this Article shall complement that data 
protection impact assessment. Therefore, they are not 
excluded. 
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On the other hand, the potential harm that 
these groups of people are likely to suffer 
must also be identified, as the quantification 
of risk is an essential part of any impact 
assessment.128 And, of course, which 
fundamental rights may be affected.129 

Finally, the implementation of human 
oversight measures needs to be identified, as 
well as measures to be taken in the event that 
risks materialise, including internal 
governance arrangements and grievance 
mechanisms.  

Risk management is central to any impact 
assessment, and therefore, depending on the 
nature of the risk, safeguards or controls 
should be adopted, which may incorporate 
measures to bring the initial risk down to the 
threshold of acceptable risk. 

Against this backdrop, it is true that there 
are already some experiences in the field of 
AI, such as the evaluations launched by 
Canada,130 the United States131 or the 
Netherlands.132 

Finally, the question arises as to the 
consequences of non-compliance with this 
assessment obligation, given that the 

 
128 A. Mantelero, The Fundamental Rights Impact 
Assessment (FRIA) in the AI Act: Roots, legal 
obligations and key elements for a model template, in 
Computer Law & Security Review: The International 
Journal of Technology Law and Practice, 12.  
129 In this respect, as indicated by M. Pérez-Ugena, La 
inteligencia artificial: definición, regulación y riesgos 
para los derechos fundamentales, in Estudios de 
Deusto, vol. 72, issue 1, January-June 2024, 309, “AI 
affects the regime of fundamental rights. In practically 
all of them, it is of interest to study the impact that the 
use of artificial intelligence has on each of them, from 
equality, to rights in the sphere of private life, especially 
those related to data protection, to rights in the sphere of 
communication, freedom of expression and rights 
related to effective judicial protection”, by the same 
author “Análisis comparado de los distintos enfoques 
regulatorios de la inteligencia artificial en la Unión 
Europea, EE. UU., China e Iberoamérica”, in Anuario 
Iberoamericano de Justicia Constitucional, vol. 28, 
issue 1, 2024. On the other hand, as stated by M. 
Laukyte, Reflexión sobre los derechos fundamentales en 
la nueva ley de la inteligencia artificial, in Derechos y 
Libertades, vol. 51, Época II, June 2024, 151, “la norma 
europea no hace ninguna referencia sustancial a algunos 
de los derechos fundamentales, para los cuales las 
aplicaciones basadas en AI podrían significar un gran 
cambio”. 
130 Canada’s Algorithmic Impact Assessment Tool 
(Algorithmic Impact Assessment tool - Canada.ca). 
131 Algorithmic Impact Assessment of the U. S. Chief 
Information Officiers Council, also referred to at P.S. 
Castellano, La evaluación de impacto algorítmico en los 
derechos fundamentales, Aranzadi, 2023. 
132 FRAIA (Fundamental Rights and Algorithm Impact 
Assessment). 

Regulation does not introduce specific 
administrative fines, leaving it to the Member 
States to set them in accordance with Article 
99.133 

7. Conclusions 
As this paper has tried to show, the so-

called FRIA (Fundamental Rights Impact 
Assessment), which is provided for in Article 
27 of the recent European AI Regulation, is 
set to play a crucial role in the achievement of 
reliable AI, since, from the risk approach 
adopted by the European Union, it involves 
assessing the impact that an AI system may 
have on fundamental rights, as well as the 
establishment of the appropriate measures in 
the event that the risk materialises. 

This is an ex-ante risk assessment, albeit 
maintained over time in the event of any 
change, in which it is essential to 
contextualise the AI system to be assessed and 
which, although it does not prevent the AI 
system in question from being implemented, 
does seek to mitigate this potential risk by 
providing for measures. This assessment must 
be carried out by experts, and the AI Office 
will provide a base model to be adapted, and 
its results must also be notified to the market 
surveillance authority. 

In conclusion, in my opinion, the success 
of a properly configured and functioning 
FRIA will depend, to a large extent, on the 
success of achieving a reliable and accepted 
AI that is acceptable to the public. 

 

 
133 It should also be noted that Recital 168 states that: “It 
should be possible to enforce compliance with this 
Regulation through the imposition of sanctions and 
other enforcement measures. Member States should take 
all necessary measures to ensure that the provisions of 
this Regulation are implemented, including by 
providing for effective, proportionate and dissuasive 
penalties for infringements, and to respect the principle 
of ne bis in idem. In order to strengthen and harmonise 
administrative penalties for infringements of this 
Regulation, upper limits for the imposition of 
administrative fines for certain specific infringements 
should be laid down. When setting the level of fines, 
Member States should take into account, in each 
individual case, all the relevant circumstances of the 
situation concerned, having regard in particular to the 
nature, gravity and duration of the infringement and its 
consequences, as well as to the size of the provider, in 
particular whether the provider is an SME or a start-up 
enterprise. The European Data Protection Supervisor 
should be empowered to impose fines on the Union 
institutions, bodies, offices and agencies falling within 
the scope of this Regulation”. 




