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Abstract

This study aimed to conduct a systematic, comparative legal analysis of approaches to determining the legal
grounds for compensating for damage caused by medical errors in legal relationships involving a foreign
element. Comparative legal, formal legal and conflict-of-laws methods were employed, alongside case study
and typological methods, to analyse regulatory frameworks and judicial practice in the field of medical
liability. The comparative analysis revealed that, although they differ in the normative formulation of the
standard of medical care and the mechanisms for its procedural proof, the legal systems under consideration
all retain the principle of fault as a mandatory condition for civil liability for medical harm. The German
model was found to ensure the highest degree of legal certainty due to the codification of the treatment
contract and statutorily defined presumptions. The Czech model was found to institutionalise treatment as
a specific contractual type, applying the criterion of care provided in accordance with generally recognised
professional medical standards, and allowing for the concurrence of contractual and tortious qualifications.
The French model was found to combine the classical construction of civil liability with an institutional
mechanism for compensating harm through national solidarity, implemented via the Office national
d’'indemnisation des accidents médicaux (ONIAM) system. The Italian model was found to be characterised by
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differentiated liability between medical practitioners and healthcare institutions following legislative reform
on patient safety. On the basis of the comparative analysis, a generalised model of proof in medical disputes
involving a foreign element was formulated, integrating the following components: substantive grounds
of liability determined by contractual or tortious qualification; procedural mechanisms of proof, including
presumptions, expert evidence, and redistribution of the burden of proof; and transnational factors, taking
into account the application of conflict-of-laws rules, the lex fori principle, and supranational mechanisms
of the European Union concerning jurisdiction and the taking of evidence. The practical significance of the
findings lies in their potential use by courts and legal representatives for forecasting the risks of refusal to
recognise and enforce judgments in cross-border medical disputes
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Introduction

The growth in cross-border population mobility, medi-
cal tourism and the digitalisation of healthcare services
has led to an increase in legal relationships associated
with the provision of medical care involving a foreign
element. Patients receive treatment outside their coun-
try of habitual residence, conclude contracts with for-
eign clinics, and use telemedicine services operating
across multiple jurisdictions. Under such conditions,
the issue of compensation for damage caused by medi-
cal error extends beyond national tort law and acquires
a dimension of private international law.

The problem lies in the complexity of determining
the correct jurisdiction and applicable law, as well as
the mechanisms for recognising and enforcing judicial
decisions in cases of medical liability involving a foreign
element. For example, a medical error may occur in one
state, the patient may be a citizen of another state, and
the insurance company may be registered in a third
state. In such circumstances, the question arises as to
which state’s law should govern liability grounds, com-
pensation scope, and limitation periods. The absence
of a unified approach leads to the fragmentation of
judicial practice and inequality in the legal position of
the parties involved. At the same time, the complexity
of cross-border medical disputes stems from the need
to define the standard of medical care and the criteria
for establishing a medical error in different legal sys-
tems. Standards of treatment, the scope of a physician’s
professional duties, rules on informed consent and the
limits of acceptable professional risk differ depending
on national legal regulation. This directly affects the as-
sessment of unlawfulness and the causal link between
the actions of a medical professional and the resulting
harm. The lack of harmonised approaches to defining
the standard of medical care makes it difficult to pro-
vide an equal level of protection for patients’ rights in
cross-border legal relations.

Scholarly discourse on compensation for damage
caused by medical errors has shifted from a purely sub-
stantive analysis of tort liability to a more comprehen-
sive understanding of the standard of proof, causation
and allocation of burden. K. Hajkova (2024) showed
that causal uncertainty in medical disputes is not just
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a procedural issue, but a systemic feature of these
types of case. The researcher showed that the tradi-
tional model of requiring full proof of causation does
not reflect the nature of medical interventions, where
outcomes are affected by various factors. Consequent-
ly, the researcher concluded that the standard of proof
could be adjusted through presumptions and the redis-
tribution of the burden of proof. C. Campiglio (2024)
showed that the development of cross-border telemed-
icine within the European Union has led to the partial
harmonisation of professional and product liability ap-
proaches. However, this harmonisation is incomplete.
The author revealed that regulatory fragmentation
persists in defining the standard of due care and the
limits of physicians’ professional autonomy. It was con-
cluded that the cross-border nature of medical services
creates jurisdictional competition and complicates the
determination of applicable law. M. Kvirkvia (2025)
demonstrated, in a comparative study of the burden of
proof, that European legal systems are gradually mov-
ing away from the rigid “onus probandi incumbit actori’
model in medical disputes. They found that flexible
models of burden redistribution had been introduced
in cases of informational asymmetry or breaches of the
duty to maintain medical records in the legal systems
of Germany, France, and Italy. These findings confirm a
trend towards strengthening procedural protection for
patients. T. Hol¢apek et al. (2023) demonstrated that
the rapid development of telemedicine necessitates
a re-evaluation of the traditional standard of medical
care. The authors found that digital communication
formats change the way professional risk is structured
and make it more difficult to assess whether a physi-
cian’s conduct is adequate. They concluded that criteria
for evaluating professional activity must be adapted to
new technological conditions.

0.0. Mendelia (2022) developed an approach to civ-
il liability for medical errors under Ukrainian law, em-
phasising that the presumption of fault does not negate
the obligation to prove unlawfulness and causation.
The author substantiated that the national model com-
bines elements of tort liability with procedural guar-
antees of adversarial proceedings. P.G. Peters (2024)
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showed that modernising the standard of medical neg-
ligence in American law must consider the evolution
of clinical practice and evidence-based medicine. The
author found that excessive formalisation of the stand-
ard could distort the assessment of professional con-
duct and increase procedural costs. Particular atten-
tion was paid to the role of expert opinion as decisive
proof. A.V. Shevel et al. (2023) distinguished between
the concepts of ‘medical error’ and ‘medical negli-
gence’, showing that not every adverse treatment out-
come constitutes grounds for legal liability. The authors
emphasised the importance of establishing deviation
from the professional standard as a key liability crite-
rion and concluded that clear normative delineation
of the limits of fault is necessary. However, the issue of
how these concepts are qualified across borders and
their impact on applicable law remains insufficiently
explored. M. Solc (2022) analysed the context of the
pandemic and substantiated that the standard of due
medical care must be assessed in light of the dynamics
of scientific knowledge and resource constraints. The
author concluded that retrospectively evaluating a phy-
sician’s actions without considering the context creates
a risk of unjustly imposing liability. Conversely, V. My-
ronenko & M. Skrynyk (2022) found that the improp-
er performance of professional duties by medical and
pharmaceutical workers in Ukraine is associated with
challenges in establishing the subjective element of the
offence, as well as insufficient specialised procedural
mechanisms. They emphasised the need to improve the
regulatory framework to enhance the effectiveness of
combatting offences in the medical sphere.

Thus, analysis of scholarly sources shows that
considerable depth has been given to the issues of the
standard of medical care, causal uncertainty and alloca-
tion of the burden of proof. However, the interrelation
of these elements with the mechanisms of private in-
ternational law, namely the determination of applicable
law, jurisdictional competition and the recognition and
enforcement of judicial decisions, remains insufficient-
ly systematised.

This article aims to conduct a comparative legal
analysis of the mechanisms used to determine appli-
cable law and the conditions for compensating for
damage caused by medical errors involving a foreign
element. To this end, the following research objectives

www.zakonyprolidi.cz/translation/cs/2011-372?langid=1033.

*Public Health Code of the French Republic.
LEGITEXT000006072665.

www.legifrance.gouv.fr/loda/id/JORFTEXT000000227015.

were defined: analysing theoretical approaches to qual-
ifying medical errors in cross-border legal relations
as a basis for contractual or non-contractual liability,
and identifying the specific features of determining the
standard of medical care and proving fault in different
legal systems.

Materials and Methods

The study was conducted within the framework of a
qualitative comparative legal analysis. The sample in-
cluded the legal systems of the Czech Republic, Germa-
ny, France and Italy, which are continental legal orders
that have developed different normative constructions
for regulating liability in the field of medical activi-
ty and for compensating harm caused by improper
medical care. The legal categories of “medical error”,
“standard of medical care”, “informed consent”, “fault”
and “models of compensation” were systematised us-
ing the comparative legal method. Within the Czech le-
gal system, the analysis was based on the provisions of
the Civil Code of the Czech Republic?, particularly those
concerning contracts for the provision of medical care,
as well as the Law of the Czech Republic No. 372/20117,
which defines the duty to inform patients and the con-
ditions for lawful medical intervention. The German
model was examined based on the provisions of the
Civil Code of Germany?, including the rules concerning
treatment contracts, the standard of due medical care
and the allocation of the burden of proof in disputes re-
lating to medical errors. The French legal order was an-
alysed in relation to the provisions of the Public Health
Code of the French Republict, which define patients’
rights, the conditions for informed consent and the or-
ganisational mechanisms for compensating for harm. It
was also analysed in relation to Law of the French Re-
public No. 2002-303%. The Italian model was examined
based on Law of the Italian Republic No. 24¢ and Law of
the Italian Republic No. 2197, which establish the legal
framework for the liability of medical professionals, the
duty to inform patients, and the conditions for the law-
fulness of medical intervention.

The formal legal method was employed to analyse
EU legal acts that regulate the procedural and con-
flict-of-laws aspects of cross-border medical liability
disputes, as well as the national legislation of Member
States. The provisions of the following regulations were

! Civil Code of the Czech Republic. (2012, February). Retrieved from https://www.refworld.org/legal/legislation/natlegbod/2012/122919.
2 Law of the Czech Republic No. 372/2011 “On Health Services and Conditions of Their Provision”. (2011, December). Retrieved from https://

3 Civil Code of Germany. (1896, August). Retrieved from https://www.gesetze-im-internet.de/englisch_bgb/englisch_bgb.html.
(2002, March). Retrieved from https://www.legifrance.gouv.fr/codes/texte_lc/

5 Law of the French Republic No. 2002-303 “On Patients’ Rights and the Quality of the Health System”. (2002, March). Retrieved from https://
¢ Law of the Italian Republic No. 24 “On Patient Safety and Professional Liability of Healthcare Professionals”. (2017, March). Retrieved from
https://www.normattiva.it/uri-res/N2Ls?urn:nir:stato:legge:2017-03-08;24.

7 Law of the Italian Republic No. 219 “On Informed Consent and Advance Healthcare Directives”. (2017, December). Retrieved from https://
www.normattiva.it/uri-res/N2Ls?urn:nir:stato:legge:2017-12-22;219.
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examined: Regulation of the European Parliament and
of the Council No. 2020/1783%; General Data Protection
Regulation?; Regulation of the European Parliament
and of the Council No. 910/2014?%; Directive of the Eu-
ropean Parliament and of the Council No. 2011/24/
EU% and Regulation of the European Parliament and of
the Council No. 1215/20125. The conflict-of-laws meth-
od was used to analyse the conflict-of-laws aspects of
determining applicable law in medical harm disputes.
The case study method was employed to empirically
analyse judicial practice in medical liability cases in-
volving an international element, and to identify practi-
cal approaches to allocating the burden of proof, estab-
lishing causation and assessing the standard of medical
care. The following decisions were analysed in particu-
lar: the judgment of the Bundesgerichtshof in case VI
ZR 108/23 (Federal Court of Justice of Germany, 2024);
the decision of the Decision of the Court of Cassation
of France No. 19-15.0355; the Judgment of the Supreme
Court of the Czech Republic No. 25 Cdo 2937/20207;
and the decision of the Corte di Cassazione, Sez. III,
No. 28985/2019 (Di Massimo, 2019).

The typological method was then used to create a
generalised model of the relationship between contrac-
tual and tortious grounds of liability, methods of nor-
matively fixing the standard of medical care and mecha-
nisms for adjusting the burden of proof. The criteria for
typologisation included the dominant liability model;
the level of codification of the standard of treatment;
the presence or absence of specific presumptions; the
role of medical documentation and expert evidence;
and the degree of integration between substantive
standards and procedural guarantees.

Results

The standard of medical care and the peculiarities
of proving fault in medical error cases. The concept
of “medical error” as a basis for liability shapes the way
authors establish fault and causation, as well as the
overall structure of the case. This includes determining
which rules, whether contractual or tortious, apply, the
possibility of relying on both grounds simultaneously,
the applicable limitation period, the scope of compen-

PDF/?uri=CELEX:32014R0910.

JURITEXT000044183628.

cz/judikat/nscr/25-cdo-2937-2020.
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sation, and the elements that constitute the civil wrong
(Gutorova et al.,, 2019). From a comparative perspec-
tive, three approaches can be distinguished: contractu-
al (breach of the terms of the therapeutic obligation);
tortious (causing harm to life and health as absolute
values); and mixed (simultaneous relevance of both
contractual and tortious rules, depending on the factual
circumstances and the claims advanced).

The starting point of the continental model, which
includes the Czech Republic and Germany, is the idea
of a “dual” nature of the doctor-patient relationship.
Treatment is provided within the framework of obli-
gations (a contract for the provision of medical care),
but any resulting injury to health is protected by tort
law. The Czech approach demonstrates a more pro-
nounced institutionalisation of treatment as a specific
type of contract, making it possible to speak specifical-
ly of contractual liability for breach of the duty to pro-
vide care in accordance with professional standards,
while preserving the possibility of relying on general
tortious grounds. Medical services are provided on the
basis of a contract for the provision of medical care,
which is a specific type of contract regulated by § 2636
of the Civil Code of the Czech Republic®. Depending
on the chosen legal construction, the claimant can ei-
ther claim for breach of a contractual obligation or for
breach of a statutory duty. This creates a normative
basis for concurrence of grounds in the sense of pro-
cedural alternatives: the same factual event (improp-
er treatment) can be described in terms of breach of a
contractual obligation (defective service) or in terms
of tort (causing harm to health through breach of the
duty to act properly). This choice affects the structure
of proof, the scope of compensation and the applicable
limitation periods.

As in other areas of civil law, liability for medical
harm in Germany is based on the principle of fault.
However, the law specifically regulates matters of proof
in cases of medical error. For example, § 630h of the
Civil Code of Germany” sets out rules for allocating the
burden of proof that deviate from the general model.
Notably, when a gross treatment error (grober Behand-
lungsfehler) is proven, a presumption of causation be-

! Regulation of the European Parliament and of the Council No. 2020/1783 “On Cooperation Between the Courts of the Member States in the
Taking of Evidence in Civil or Commercial Matters (Recast)”. (2020, November). Retrieved from https://surl.li/bjgoka.

2 General Data Protection Regulation. (2016, April). Retrieved from https://eur-lex.europa.eu/eli/reg/2016/679/oj.

3 Regulation of the European Parliament and of the Council No. 910/2014 “On Electronic Identification and Trust Services for Electronic
Transactions in the Internal Market (eIDAS Regulation)”. (2014, July). Retrieved from https://eur-lex.europa.eu/legal-content/EN/TXT/

* Directive of the European Parliament and of the Council No. 2011/24/EU “On the Application of Patients’ Rights in Cross-Border Healthcare”.
(2011, March). Retrieved from https://eur-lex.europa.eu/eli/dir/2011/24/oj.

® Regulation of the European Parliament and of the Council No. 1215/2012 “On Jurisdiction and the Recognition and Enforcement of
Judgments in Civil and Commercial Matters (Recast)”. (2012, December). Retrieved from https://eur-lex.europa.eu/eli/reg/2012/1215/o0j.
¢ Decision of the Court of Cassation of France No. 19-15.035. (2021, October). Retrieved from https://www.legifrance.gouv.fr/juri/id/

7 Judgment of the Supreme Court of the Czech Republic No. 25 Cdo 2937/2020. (2022, October). Retrieved from https://www.zakonyprolidi.

8 Civil Code of the Czech Republic. (2012, February). Retrieved from https://www.refworld.org/legal/legislation/natlegbod/2012/122919.
? Civil Code of Germany. (1896, August). Retrieved from https://www.gesetze-im-internet.de/englisch_bgb/englisch_bgb.html.
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tween the breach and the harm is permitted, and the
burden of proving that there is no causal link falls upon
the defendant. Similarly, if the physician has failed to
properly document the treatment, the court may as-
sume that the relevant medical measures were not car-
ried out. Therefore, while German law does not aban-
don the principle of fault, it redistributes the burden
of proof in cases where the patient lacks access to full
information about the course of treatment by means of
special presumptions. The German model is illustrative
of a mixed system offering a high level of legal certainty,
as it combines a clear typology of the treatment contract
(Behandlungsvertrag) with general tort liability for vi-
olations of absolute rights, while also codifying specific
rules of proof in cases of medical error. The central pro-
vision in this sphere is § 630a of the Civil Code of Germa-
ny!, which normatively defines the physician’s duties in
relation to treatment and documentation of medical in-
tervention, whereas § 630h specifies the procedural as-
pects of allocating the burden of proofin cases concern-
ing treatment and informational breaches, including the
establishment of presumptions in favour of the patient.

French law establishes a distinct model for regu-
lating liability for medical harm, combining classical
civil law tort mechanisms with an institutional system
of out-of-court compensation. The modern system is
based on Law of the French Republic No. 2002-3032,
the provisions of which are integrated into the Public
Health Code of the French Republic®. According to Ar-
ticle L1142-1 of the Code, medical professionals and
healthcare institutions are liable for harm caused to a
patient if a breach of professional treatment standards
is proven. At the same time, French legislation provides
a special compensation mechanism for medical inci-
dents without proof of fault in cases of accidents théra-
peutiques, where harm results from treatment but is
not associated with a breach of professional standards.
In such cases, compensation may be provided through
the administrative compensation system involving the
Office national d’'indemnisation des accidents médi-
caux (ONIAM), which operates in accordance with the
provisions of the Public Health Code of the French Re-
public*. This system aims to reduce the evidential bur-
den on patients in cases of complex medical complica-
tions, ensuring swifter compensation without the need
to prove fault on the part of the doctor. Thus, the French
model combines classical civil liability for breach of the
standard of medical care with elements of a socialised
system of compensation for medical harm. From an ev-

www.legifrance.gouv.fr/loda/id/JORFTEXT000000227015.
3Public Health Code of the French Republic.
LEGITEXT000006072665.

*Ibidem, 2002.

¢ Ibidem, 2017.

idential point of view, establishing the physician’s fault
remains the key condition for judicial liability. However,
the law provides an alternative compensation mecha-
nism in certain cases, operating outside the boundaries
of the classical tortious construction.

The Italian law on liability for medical harm was
transformed by the adoption of Law of the Italian Re-
public No. 24°. This statute introduced a differentiated
liability model for doctors and medical institutions,
combining contractual and tortious elements. Under
this new system, healthcare institutions are contrac-
tually liable to patients for failing to properly organise
medical care, whereas individual doctors are liable un-
der tort law. This distinction affects the burden of proof
and limitation periods, as a longer period of protection
is afforded to contractual claims. Another notable fea-
ture of the Italian model is the normative recognition
of the role of clinical recommendations and profes-
sional standards. According to the law, the assessment
of whether a physician’s conduct was appropriate is
conducted in light of the clinical guidelines and proper
medical practice in force at the time of treatment®. This
creates a defined criterion for assessing professional
conduct, while also affecting the evidential structure of
disputes, as deviation from clinical recommendations
may indicate a breach of the treatment standard.

Thus, a higher degree of predictability in the ap-
plication of law is associated with a mixed continental
model, provided there is a system of proof that is nor-
matively defined. In the German legal system, the reg-
ulation of medical liability is linked to the codification
of treatment contracts and specific provisions regard-
ing the allocation of the burden of proof. In the Czech
Republic, structural coherence is ensured through the
contractual typology of medical care combined with
the possibility of alternative legal argumentation.
France has a mixed model combining tortious liabili-
ty of physicians with administrative mechanisms for
compensating medical incidents. Italy, for its part, has
a reformed liability model that distinguishes between
the contractual liability of the healthcare institution
and the tortious liability of the doctor. This model also
integrates clinical recommendations as a criterion for
assessing the proper standard of treatment. A compar-
ative analysis of liability models shows that the degree
of legal certainty in cases of medical error depends on
how the standard of medical care is formulated and
procedurally integrated into the relevant legal system.
It is precisely through this standard that the unlawful-

! Civil Code of Germany. (1896, August). Retrieved from https://www.gesetze-im-internet.de/englisch_bgb/englisch_bgb.html.
2 Law of the French Republic No. 2002-303 “On Patients’ Rights and the Quality of the Health System”. (2002, March). Retrieved from https://

(2002, March). Retrieved from https://www.legifrance.gouv.fr/codes/texte_lc/

5 Law of the Italian Republic No. 24 “On Patient Safety and Professional Liability of Healthcare Professionals”. (2017, March). Retrieved from
https://www.normattiva.it/uri-res/N2Ls?urn:nir:stato:legge:2017-03-08;24.
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ness of the doctor’s conduct is specified, the boundary
of acceptable professional risk is determined and the
evidential structure of the dispute is established. In
medical error cases, the standard of medical care per-
forms the function of a substantive legal criterion for
assessing the propriety of professional conduct, while
simultaneously serving as an instrument for specifying
unlawfulness within the structure of the civil wrong
(De Ravin et al.,, 2022). By establishing the content of
the standard, the court can determine whether a devia-
tion has occurred from the proper level of professional
care, and whether one of the key elements of liability
has therefore been satisfied. From a comparative per-
spective, the differences between legal systems lie not
so much in the very idea of “proper treatment” as in the
way it is normatively fixed and procedurally incorpo-
rated into the evidential model of the dispute.

In France, the content of the standard of medical
care is formed through a combination of the general
duty to provide care in accordance with professional
rules, and the specific legislative regulation of patients’
rights. This model’s normative basis is set out in the
Public Health Code of the French Republic! and Law of
the French Republic No. 2002-303% The French mod-
el is based on the idea that a breach of the treatment
standard is determined by comparing the physician’s
actions with the requirements of proper professional
practice. If fault is present on the part of the medical
professional or institution, the traditional model of civil
liability applies. At the same time, French law provides
that, in the absence of fault but where there has been
a serious medical incident, an iatrogenic condition, or
a nosocomial infection, compensation may be granted
through the mechanism of national solidarity (au titre
de la solidarité nationale) pursuant to Article L1142-1
of the Public Health Code of the French Republic. This
means that in the French system the standard of med-
ical care functions not only as a criterion of fault, but
also as the boundary between fault-based liability and
a special compensation mechanism.

In Germany, the standard of medical care is set out
in the provisions on treatment contracts, which oblige
physicians to provide treatment in accordance with the
professional standards recognised at the time the care
is provided (§ 630a of the Civil Code of Germany?). This
criterion is established through special rules on the
allocation of the burden of proof (§ 630h of the Biir-
gerliches Gesetzbuch), which specify the consequences
of breaches relating to treatment and documentation.
This ensures the integration of the substantive standard

www.legifrance.gouv.fr/loda/id/JORFTEXT000000227015.
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and the procedural mechanisms for its application: the
court determines whether the physician’s actions met
the established professional standard and, in certain
cases, applies presumptions in favour of the patient. In
German law, the standard is linked to the level of devel-
opment of medical science and practice at the time of
the intervention, thus excluding retrospective assess-
ment from the standpoint of later scientific advances.

Czech law recognises treatment as a specific type
of contract and obliges healthcare providers to act in
accordance with professional rules and contemporary
advances in medical science Civil Code of the Czech
Republic*. The standard is defined by generally recog-
nised professional standards (lege artis), which serve
as the substantive test of the propriety of treatment.
Procedurally, this enables a breach to be classified as
either improper performance of a contractual obliga-
tion or causing harm through breach of a professional
standard. In both cases, the content of the standard is
determined through expert assessment, taking into ac-
count the physician’s area of expertise and the clinical
recommendations in force at the time of treatment.

In Italy, the standard of medical care is formed with-
in the framework of a reformed mixed model, updated
by Law of the Italian Republic No. 245, This model links
the assessment of a physician’s professional conduct to
clinical recommendations, guidelines and proper medi-
cal practice. This means that determining unlawfulness
is based not only on the general concept of professional
care, butalso on whether the doctor acted in accordance
with the applicable clinical standards in the given situa-
tion. The normative recognition of the role of guidelines
enhances the predictability of legal application since it
enables the court to compare the medical professional’s
conduct with formalised criteria of proper practice. At
the same time, the Italian model does not reduce the
assessment to an exclusive mechanical check of compli-
ance with a protocol, as the clinical features of the case
in question, the complexity of the intervention and the
justification of the physician’s professional decision are
also significant factors.

A comparative analysis shows that, in all the sys-
tems considered, the standard of medical care takes
into account the physician’s specialisation, the clinical
circumstances and the level of medical scientific devel-
opment at the time of the intervention. However, the
methods of its normative formulation and procedural
application differ. In France, for example, the standard
is combined with a model of civil liability based on fault
and a compensation mechanism founded on national

! Public Health Code of the French Republic. (2002, March). Retrieved from https://surl.li/rhgtxc.
2 Law of the French Republic No. 2002-303 “On Patients’ Rights and the Quality of the Health System”. (2002, March). Retrieved from https://

3 Civil Code of Germany. (1896, August). Retrieved from https://www.gesetze-im-internet.de/englisch_bgb/englisch_bgb.html.

* Civil Code of the Czech Republic. (2012, February). Retrieved from https://www.refworld.org/legal/legislation/natlegbod/2012/122919.
5 Law of the Italian Republic No. 24 “On Patient Safety and Professional Liability of Healthcare Professionals”. (2017, March). Retrieved from
https://www.normattiva.it/uri-res/N2Ls?urn:nir:stato:legge:2017-03-08;24.
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solidarity. In Germany, on the other hand, the standard
is integrated into a codified model with a defined allo-
cation of the burden of proof. In the Czech Republic, it
is linked to the contractual typology of treatment, while
in Italy, it is connected with a reformed model of liabil-
ity oriented towards clinical recommendations and the
distinction between the liability of the doctor and that
of the healthcare institution. In cross-border disputes,
the determination of the standard’s content depends on
the applicable law, which directly affects liability pre-
dictability in the context of medical tourism.

Alongside determining the professional standard of
treatment, the doctrine of informed consent is an inde-
pendent element of medical liability (Kmucha, 2020).
While the standard of medical care determines wheth-
er the medical intervention corresponds to the profes-
sional level, informed consent determines whether the
intervention itself was legitimised from the perspective
of patient autonomy. In the evidential structure, this
means that a defect in the provision of information may
constitute a separate ground of liability, even in the
absence of an error in treatment. A comparative anal-
ysis reveals that different jurisdictions have different
criteria for determining the appropriate level of infor-
mation: some rely on the professional standard (what
a reasonable doctor would disclose), while others use
the reasonable patient criterion (what information is
important to the patient’s decision).

In Germany, the principle of informed consent is
enshrined in the provisions governing treatment con-
tracts. In particular, § 630e of the Civil Code of Germany!
sets out the physician’s duty to explain all material cir-
cumstances to the patient, including the nature, scope
and manner of the intervention, the expected conse-
quences, the risks and the availability of alternative
treatment methods where these differ in terms of risks
or prognosis. Thus, the law directly defines the struc-
tural elements of proper disclosure, thereby increasing
the certainty of the subject matter of proof. The German
model combines the professional standard with an ob-
jective test of the materiality of risk: the court assesses
whether the information provided was sufficient for an
informed decision to be made, taking medical stand-
ards and the specific clinical situation into account.
Similarly, Czech law recognises the necessity of vol-
untary and informed patient consent as a prerequisite
for the legality of the intervention. Law of the Czech
Republic No. 372/2011? defines the information that
must be provided to patients, including details of their
health, the proposed treatment, potential risks and al-

www.zakonyprolidi.cz/translation/cs/2011-372?langid=1033.

*Public Health Code of the French Republic.
LEGITEXT000006072665.

ternatives. In Italy, the doctrine of informed consent has
autonomous legislative regulation in Law of the Italian
Republic No. 2193. This law defines informed consent as
a prerequisite for lawful medical intervention and stip-
ulates that information provided to patients must cover
diagnosis, prognosis, the benefits and risks of diagnos-
tic and therapeutic measures, possible alternatives, and
the consequences of refusing treatment. The law also
stipulates that any form of consent must be recorded
in medical documentation and the electronic medical
record. This increases evidential certainty, as it links
the adequacy of disclosure to both the content of the
information communicated and the duty to document
it. In France, the duty to inform and the requirement
to obtain consent are set out in the Public Health Code
of the French Republic*. Article L1111-2 in particular
provides for a person’s right to information concerning
their state of health, the proposed examinations and
treatment, their benefits, urgency, consequences, and
the ordinary or serious foreseeable risks and possible
alternatives, as well as the consequences of refusing
treatment. Article L1111-4 establishes that no medical
intervention or treatment may be carried out without
a person’s free and informed consent, which they can
withdraw at any time. The consolidation of these pro-
visions into a formalised model means that a defect in
disclosure can be classified as an independent breach
of duty, regardless of the technical quality of the treat-
ment. From an evidential perspective, decisive impor-
tance is attached to medical records, records of the
information provided and documents confirming the
patient’s wishes. Although this construction is based on
the German model, the content of proper disclosure is
determined through expert assessment and analysis of
the documentation in procedural terms. A comparative
analysis shows that, in all the systems under consid-
eration, informed consent is regarded as a necessary
condition for the lawfulness of medical intervention.
However, the degree of normative detail of this duty,
and how it is integrated into the evidential model of
dispute, differ. In France and Italy, the content of dis-
closure is clearly set out in special legislation, reducing
variability in judicial interpretation. In Germany, the
relevant requirements are integrated into the codified
treatment contract model. In the Czech Republic, they
derive from special legislation on medical services.
Thus, in cross-border cases, the doctrine of informed
consent depends directly on the applicable law, since
it determines the criteria for proper disclosure and the
evidential requirements for proving patient consent.

! Civil Code of Germany. (1896, August). Retrieved from https://www.gesetze-im-internet.de/englisch_bgb/englisch_bgb.html.
2 Law of the Czech Republic No. 372/2011 “On Health Services and Conditions of Their Provision”. (2011, December). Retrieved from https://

3 Law of the Italian Republic No. 219 “On Informed Consent and Advance Healthcare Directives”. (2017, December). Retrieved from https://

www.normattiva.it/uri-res/N2Ls?urn:nir:stato:legge:2017-12-22;219.
(2002, March). Retrieved from https://www.legifrance.gouv.fr/codes/texte_lc/
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Irrespective of whether claims are qualified as
contractual or tortious, the rules governing the alloca-
tion of the burden of proof, the possibility of applying
evidential presumptions, the role of forensic medical
expert evidence, and the admissibility of special proce-
dural doctrines are of decisive importance in medical
error cases. In France, the general model of liability
for medical harm remains linked to the principle of
fault; however, alongside this there operates a special
mechanism for compensating medical incidents with-
out proof of fault by virtue of national solidarity, pro-
vided that the conditions laid down in Article L1142-1
of the Public Health Code of the French Republic are
met. In cases of fault-based liability, proof of breach
of the treatment standard and of causation, as a rule,
requires expert determination. At the same time, the
very existence of the special compensation procedure
through ONIAM reduces the procedural burden on the
patient in cases where the harm suffered is serious but
cannot be explained by culpable conduct on the part of
the physician or institution. In Germany, the principle
of fault likewise remains the basis of liability, but the
allocation of the burden of proof is detailed in special
rules. Thus, §630h of the Civil Code of Germany! pro-
vides for a number of presumptions in cases of med-
ical error, in particular where there has been a gross
breach of the professional standard or inadequate
documentation. Where a gross error exists, the burden
of proving causation may be shifted to the defendant.
Such a construction is aimed at compensating for the
informational asymmetry between the patient and
the medical institution. Czech law proceeds from the
general provisions on liability for harm, which require
proof of unlawfulness, harm, and causation; however,
judicial practice allows defects in documentation to
be taken into account when assessing the evidence.
In Italy, the reformed liability model distinguishes
between the contractual liability of the medical insti-
tution and the tortious liability of the individual prac-
titioner. This distinction directly affects the evidential
structure of disputes (Cascini et al., 2020). Under this
model, claims against the healthcare institution are
considered in terms of a breach of the contractual duty
to organise and provide proper medical care. In con-
trast, claims against the doctor are primarily assessed
through a tortious construction. Establishing a breach
of the treatment standard involves analysing clinical
guidelines, proper medical practice, medical records
and expert conclusions. Thus, unlike German law, the
[talian model does not establish a presumption of
fault, but it increases the predictability of disputes by
distinguishing between the parties liable and by giv-
ing clinical guidelines a formalised role in the court’s
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assessment of physicians’ conduct. Accordingly, the
key difference between the two systems does not lie
in abandoning the principle of fault, but in the degree
to which the substantive standard of medical care and
the procedural mechanisms for proving it are integrat-
ed into the legal system, which directly affects the level
of legal certainty in cases involving medical errors.
Recognition and enforcement of foreign judg-
ments in medical liability cases. In cross-border dis-
putes involving medical errors, obtaining proof is com-
plicated by the fact that key evidence, such as medical
records, the institution’s internal protocols, staff expla-
nations and primary digital records of diagnostic sys-
tems, is located within the jurisdiction of another state
(Laarman & Akkermans, 2018). This affects both the
speed at which evidence can be obtained and its pro-
cedural status. The court must ensure that the evidence
is requested properly, and that the documents are au-
thentic and admissible. The court must also reconcile
access to medical data with the regime governing its
protection. Regulation of the European Parliament and
of the Council No. 2020/1783? is the basic instrument
for taking evidence in civil and commercial matters. It
aims to accelerate cooperation between the courts of
the Member States and formalise standard procedural
channels. It provides for two principal models: (1) a
court in one state requesting a court in another state
to carry out a specific procedural act (e.g., obtaining
documents, examining a witness/expert or inspecting
evidence); (2) a court in the requesting state directly
taking evidence in the territory of another state under
established conditions, including by means of video-
conferencing or other remote communication technol-
ogies. This is of practical significance for medical dis-
putes, since it enables a doctor, clinic representative or
expert to be examined without the physical movement
of the parties, while ensuring that the court hearing the
case retains procedural control. The Regulation also
uses standardised forms for requests and notifications,
reducing the risk of refusal due to procedural errors and
increasing the predictability of the evidential process.
However, even where a procedural mechanism
for obtaining evidence exists, the key limiting factor
in medical cases is the legal regime governing medical
information as a special category of personal data. In
the EU, data concerning health is generally prohibited
from processing, unless an exception under Article 9 of
General Data Protection Regulation® applies. The most
relevant exception for judicial disputes is the necessi-
ty “for the establishment, exercise or defence of legal
claims” (Article 9(2)(f)). Therefore, the transfer of
medical documentation for judicial proceedings may
be lawful, but only within the limits of necessity and

! Civil Code of Germany. (1896, August). Retrieved from https://www.gesetze-im-internet.de/englisch_bgb/englisch_bgb.html.

2 Regulation of the European Parliament and of the Council No. 2020/1783 “On Cooperation Between the Courts of the Member States in the
Taking of Evidence in Civil or Commercial Matters (Recast)”. (2020, November). Retrieved from https://surl.li/bjgoka.

3 General Data Protection Regulation. (2016, April). Retrieved from https://eur-lex.europa.eu/eli/reg/2016/679/0j.
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proportionality. This involves minimising the volume of
data and ensuring appropriate safeguards for access, as
well as considering whether there is a procedural duty
to provide such data (e.g., pursuant to a court order or in
compliance with a request under Regulation of the Eu-
ropean Parliament and of the Council No. 2020/1783%).
Accordingly, in a cross-border case, the court and the
parties must synchronise two regimes: the evidential
regime (requesting/obtaining evidence) and the data
protection regime (legal basis, limits and safeguards).

Alongside the procedural mechanisms for ob-
taining evidence, the legal regulation of cross-border
medical disputes in the European Union includes in-
struments for determining international jurisdiction
and the choice of applicable law. A key role is played
by Regulation of the European Parliament and of the
Council No. 1215/20122, which establishes rules of
international jurisdiction and ensures the recognition
and enforcement of judgments in civil and commercial
matters between Member States. In cases concern-
ing medical harm, this means that an action may be
brought not only before the courts of the state where
the defendant is domiciled, but also before the courts of
the place where the damage occurred, which is of par-
ticular importance for patients who received treatment
abroad. The choice of applicable law in medical liability
cases is made in accordance with Regulation of the Eu-
ropean Parliament and of the Council No. 864/20073,
which provides for the application of the law of the
state in which the damage occurred, unless the circum-
stances of the case indicate otherwise. This means that
the legal regime of medical liability in cross-border dis-
putes may be determined by different conflict-of-laws
instruments of EU law depending on whether the claim
is characterised as tortious or contractual. Such a con-
struction makes it possible to align the court’s proce-
dural jurisdiction with the substantive rules of liability
applicable in the particular case.

If the dispute falls outside the EU or if cooperation
is required with a state not covered by the Regula-
tion-based mechanism, the Convention on the Taking of
Evidence Abroad in Civil or Commercial Matters*. The
Convention relies on letters of request, which are sent
via central authorities. The evidence is then gathered
by the competent authority of the requested state in

instruments/conventions/full-text/?cid=82.

PDF/?uri=CELEX:32014R0910.

accordance with its procedural law. Special procedures
can be taken into account, provided they do not conflict
with the law of the requested state. This is important
for medical disputes where an official route is required
to obtain medical records, examine staff or request
materials that are subject to professional secrecy. The
Convention establishes a channel of cooperation while
preserving the role of national procedural limitations,
affecting the predictability of time limits and the scope
of evidence.

Another aspect of the international dimension is
the admissibility of electronic evidence, particularly
electronic medical records, digital event logs of medical
information systems, image files, electronic signatures
of physicians on records and electronic timestamps.
Regulation of the European Parliament and of the
Council No. 910/20145 is the key normative foundation
for the judicial “legalisation” of electronic evidence. It
enshrines the principle of non-discrimination, meaning
that an electronic signature cannot be denied legal ef-
fect or admissibility as evidence solely because it is in
electronic form. A qualified electronic signature has a
legal effect equivalent to that of a handwritten signa-
ture. In the context of medical disputes, this regulation
establishes a procedural framework for verifying the
authenticity of documentation. The court will examine
whether the signatory has been identified, whether
the record’s integrity is intact, and whether the time of
creation or modification of the record can be verified.
Meanwhile, the parties must demonstrate the chain of
custody of the digital files. When it comes to the struc-
ture of proof, it is important to note that the “interna-
tional element” in a medical case extends beyond the
mere technical request for documents. Rather, it deter-
mines which procedural channel applies (Regulation
2020/1783¢ within the EU or the Convention on the
Taking of Evidence outside the EU), whether there is a
legal basis for the transfer of medical data and to what
extent (GDPR?, particularly Article 9(2)(f)), and which
criteria of authenticity and admissibility apply to digi-
tal records (Regulation (EU) No. 910/2014, which es-
tablishes the framework for electronic signatures and
trust services). A further specific element of the legal
regime governing cross-border medical disputes is Di-
rective of the European Parliament and of the Council

! Regulation of the European Parliament and of the Council No. 2020/1783 “On Cooperation Between the Courts of the Member States in the
Taking of Evidence in Civil or Commercial Matters (Recast)”. (2020, November). Retrieved from https://surl.li/bjgoka.

2Regulation of the European Parliament and of the Council No. 1215/2012 “On Jurisdiction and the Recognition and Enforcement of
Judgments in Civil and Commercial Matters (Recast)”. (2012, December). Retrieved from https://eur-lex.europa.eu/eli/reg/2012/1215/o0j.
3 Regulation of the European Parliament and of the Council No. 864/2007 “On the Law Applicable to Non-Contractual Obligations (Rome II)".
(2007, July). Retrieved from https://eur-lex.europa.eu/eli/reg/2007 /864 /0j.

* Convention on the Taking of Evidence Abroad in Civil or Commercial Matters. (1970, March). Retrieved from https://www.hcch.net/en/

% Regulation of the European Parliament and of the Council No. 910/2014 “On Electronic Identification and Trust Services for Electronic
Transactions in the Internal Market (eIDAS Regulation)”. (2014, July). Retrieved from https://eur-lex.europa.eu/legal-content/EN/TXT/

¢ Regulation of the European Parliament and of the Council No. 2020/1783 “On Cooperation Between the Courts of the Member States in the

Taking of Evidence in Civil or Commercial Matters (Recast)”. (2020, November). Retrieved from https://surl.li/bjgoka.
7 General Data Protection Regulation. (2016, April). Retrieved from https://eur-lex.europa.eu/eli/reg/2016/679/0j.
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No. 2011/24/EU!, which establishes the normative
framework for patients’ access to safe and high-quali-
ty healthcare in other EU Member States and also pro-
vides for mechanisms for reimbursement of costs and
the exchange of medical information between national
healthcare systems. In the context of judicial disputes,
this is relevant for determining the legal status of treat-
ment received abroad and for assessing the standards of
medical care that may be applicable to a particular clin-
ical situation. As a result, proof of fault and causation in
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a cross-border case depends not only on medical facts,
but also on the parties’ ability procedurally correctly to
“transfer” evidential material between jurisdictions in
compliance with the rules of evidence and data protec-
tion. The regulatory mechanisms set out above do not
operate in isolation. In a cross-border medical dispute,
they cover not only the taking of evidence, but also the
determination of international jurisdiction, the choice
of applicable law, and the subsequent recognition and
enforcement of judgments (Table 1).

Table 1. Legal structure of the consideration of cross-border medical liability disputes in European Union law

Analytical criterion

Regulatory framework

Characterisation of the claim

Claims concerning medical harm may be characterised as contractual
(breach of the therapeutic obligation) or tortious (causing harm to life and health).
This characterisation determines the application of the relevant conflict-of-laws

rules of EU law

International jurisdiction

Determined in accordance with Regulation (EU) No. 1215/20122 (Brussels I bis):
an action may be brought before the courts of the state where the defendant is
domiciled or before the courts of the place where the damage occurred

(Article 7(2))

Choice of applicable law

Tortious claims are governed by Regulation (EU) No. 864/2007° (Rome II), under
the general rule the law of the state where the damage occurred (Article 4).
Contractual claims are governed by Regulation (EU) No. 593/2008* (Rome I)

Substantive conditions of liability

Determined by the law selected in accordance with Regulation (EU) No. 593/2008
or Regulation (EU) No. 864/2007° and encompass the standard of medical care,
the existence of fault, causation, and the scope of compensation

Evidence

Questions of evidence are governed by the law of the court seised of the case.
The taking of evidence in cross-border disputes is carried out in accordance with

Regulation (EU) 2020/1783¢

Recognition and enforcement of judgments

Judgments of Member States are recognised and enforced
in accordance with Regulation (EU) No. 1215/20127 without an exequatur
procedure, save for grounds of refusal connected with public policy

or infringement of the right of defence

Source: compiled by the authors based on Regulations of the European Parliament and of the Council

A comparative analysis reveals that the substantive
elements of liability, particularly the standard of medi-
cal care, the presence of fault and causation, are deter-
mined by the chosen law in accordance with conflict-of-
laws rules. In contrast, the procedural mechanisms for
acquiring and assessing evidence are governed by the
law of the forum (lex fori). Consequently, the evidential
model of a cross-border case emerges at the intersec-
tion of several legal regimes: the conflict-of-laws regu-
lation, the procedural law of the forum state and special

instruments of international legal assistance. This mul-
ti-layered structure gives rise to specific transnational
evidential risks, such as the territorial fragmentation
of evidence, informational asymmetry between parties,
the protection of medical data and the admissibility of
electronic evidence. At the same time, European Union
law and international procedural mechanisms form a
system of legal instruments aimed at mitigating these
risks and ensuring procedural fairness in cross-border
disputes (Table 2).

! Directive of the European Parliament and of the Council No. 2011/24/EU “On the Application of Patients’ Rights in Cross-Border Healthcare”.
(2011, March). Retrieved from https://eur-lex.europa.eu/eli/dir/2011/24/oj.

2Regulation of the European Parliament and of the Council No. 1215/2012 “On Jurisdiction and the Recognition and Enforcement of
Judgments in Civil and Commercial Matters (Recast)”. (2012, December). Retrieved from https://eur-lex.europa.eu/eli/reg/2012/1215/o0j.
3 Regulation of the European Parliament and of the Council No. 864/2007 “On the Law Applicable to Non-Contractual Obligations (Rome II)".
(2007, July). Retrieved from https://eur-lex.europa.eu/eli/reg/2007 /864 /0j.

* Regulation of the European Parliament and of the Council No. 593/2008 “On the Law Applicable to Contractual Obligations (Rome I)”. (2008,
June). Retrieved from https://eur-lex.europa.eu/eli/reg/2008/593/0j.

% Regulation of the European Parliament and of the Council No. 864/2007 “On the Law Applicable to Non-Contractual Obligations (Rome II)".
(2007, July). Retrieved from https://eur-lex.europa.eu/eli/reg/2007 /864 /0j.

¢ Regulation of the European Parliament and of the Council No. 2020/1783 “On Cooperation Between the Courts of the Member States in the
Taking of Evidence in Civil or Commercial Matters (Recast)”. (2020, November). Retrieved from https://surl.li/bjgoka.

7Regulation of the European Parliament and of the Council No. 1215/2012 “On Jurisdiction and the Recognition and Enforcement of
Judgments in Civil and Commercial Matters (Recast)”. (2012, December). Retrieved from https://eur-lex.europa.eu/eli/reg/2012/1215/o0j.
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Table 2. Transnational evidential risks in medical liability cases and the mechanisms of their legal compensation

Structural risk
in a cross-border dispute

Source
of the risk

Compensatory effect
on the standard of proof

Informational asymmetry between the
patient and the medical institution

Control of evidence (medical records,
internal protocols) by the defendant

Ensuring procedural access to evidence;
reducing imbalance in proving causation

Territorial fragmentation of evidence

Evidence is located in different jurisdictions

Preserving the integrity of the evidential
basis; minimising loss of evidence

Restrictions on access due to the data
protection regime

Medical information as a special category of
personal data

Reconciling the right to evidence with the
right to privacy; legitimising data transfer for
judicial protection

Risk of inadmissibility of digital evidence

Electronic form of medical documentation

Ensuring the legal force of electronic records;
supporting evidential reliability

Differences in national standards of proof

Differences in the allocation of the burden of
proof and presumptions

Protecting the stability of the judgment;
limiting review on the merits at the
recognition stage

Procedural imbalance between the parties

Limited possibility of rebutting evidence or a
presumption

Maintaining the legitimacy of the judgment
in international circulation

Source: compiled by the authors based on Regulation of the European Parliament and of the Council No.910/2014?,
General Data Protection Regulation? Convention on the Taking of Evidence Abroad in Civil or Commercial Matters?

Thus, the international dimension of medical lia-
bility cases transforms the process of providing proof
from a national procedural process into a multi-level
system of interaction between legal regimes. Each reg-
ulatory instrument - from mechanisms for obtaining
evidence to the regime of electronic authentication -
compensates for a specific structural risk. Consequent-
ly, the standard for proving fault and causation is influ-
enced not only by medical facts, but also by the parties’
capacity to exercise their procedural rights amid ter-
ritorial and normative fragmentation. For this reason,
the procedural mechanisms for obtaining evidence in
cross-border disputes are important for establishing
the facts of the case and for the subsequent recognition
and enforcement of the judgmentin another state. While
the standards of proof applied by the court of the state
of origin are not subject to review on the merits, they
can be indirectly evaluated in terms of fair trial guaran-
tees and the public policy of the enforcing state. This is
clearly reflected in the practice of the Federal Court of
Justice of Germany (2024). In judgment VI ZR 108/23
(Bundesgerichtshof, the court drew a detailed distinc-
tion between Befunderhebungsfehler (error in collect-
ing diagnostic findings) and therapeutische Aufklarung
(therapeutic disclosure). This had a direct impact on
the application of § 630h BGB with regard to the re-
distribution of the burden of proof. In that context, a
presumption of causation was possible only where
the breach was clearly classified as one that had cre-
ated evidential uncertainty. This approach shows that,

PDF/?uri=CELEX:32014R0910.

instruments/conventions/full-text/?cid=82.

JURITEXT000044183628.

cz/judikat/nscr/25-cdo-2937-2020.

while German law allows the standard of proof to be
adjusted, this can only be done within predictable and
normatively defined criteria. This structured nature re-
duces the risk of a judgment being refused recognition
in another EU Member State, since redistribution of the
burden does not appear as an arbitrary restriction of
the right to defence. A similar issue of balancing the
burden of proof can be seen in French judicial practice.

In Decision of the Court of Cassation of France
No. 19-15.035* emphasised that establishing medical
error requires a thorough evaluation of medical re-
cords, expert opinions and clinical circumstances. The
court stated that a negative outcome of a medical in-
tervention does not indicate a breach of the standard
of medical care in itself, and that a causal link between
a doctor’s actions and damage must be established
through medical-scientific analysis. This approach aims
to strike a balance between protecting patients’ rights
and preventing the automatic imposition of liability on
medical personnel. In Czech judicial practice, the cate-
gory of lege artis (in accordance with generally recog-
nised professional standards of medical practice) does
not function as a declaratory formula of proper treat-
ment; rather, it is an evidential criterion whose content
is established through expert assessment and analysis
of the clinical situation. In Judgment of the Supreme
Court of the Czech Republic No. 25 Cdo 2937/2020°,
the court assessed the physician’s conduct based on
the circumstances known when the medical decision
was made. This implements the function of an objective

! Regulation of the European Parliament and of the Council No. 910/2014 “On Electronic Identification and Trust Services for Electronic
Transactions in the Internal Market (eIDAS Regulation)”. (2014, July). Retrieved from https://eur-lex.europa.eu/legal-content/EN/TXT/

2 General Data Protection Regulation. (2016, April). Retrieved from https://eur-lex.europa.eu/eli/reg/2016/679/0j.
3 Convention on the Taking of Evidence Abroad in Civil or Commercial Matters. (1970, March). Retrieved from https://www.hcch.net/en/

*Decision of the Court of Cassation of France No. 19-15.035. (2021, October). Retrieved from https://www.legifrance.gouv.fr/juri/id/

% Judgment of the Supreme Court of the Czech Republic No. 25 Cdo 2937/2020. (2022, October). Retrieved from https://www.zakonyprolidi.
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“lege artis” standard, whereby the doctor’s actions are
assessed based on medical knowledge and practice at
the time of treatment rather than the outcome of the in-
tervention. In the context of international recognition,
this reduces the risk of the judgment being character-
ised as incompatible with another state’s public policy,
since the standard of proof is based on normatively de-
fined and foreseeable criteria for evaluating profession-
al conduct. Similar issues arise in the practice of the
Italian Court of Cassation in the context of legislation on
the safety of medical care and the liability of healthcare
professionals (Chambers et al., 2025).

In Sez. III, Judgment No. 28985/2019, the Court
emphasised that establishing a causal link between a
medical intervention and harm requires scientifically
sound expert analysis and an evaluation of the par-
ticular clinical context (Di Massimo, 2019; Clayton et
al., 2020). At the same time, the Court emphasised that
a negative treatment outcome is not in itself sufficient
proof of medical error. This approach aims to strike a
balance between protecting patients’ rights and pre-
venting the automatic imposition of liability on medical
personnel, which is important for ensuring the stability
of judicial decisions in the context of international legal
circulation. Thus, judicial practice demonstrates that
standards of proof in medical disputes have a transna-
tional effect. They determine not only the outcome of
the dispute, but also how resilient the judgment is in
the process of international recognition.

Based on the comparative analysis conducted, it can
be concluded that the elements of the structural-func-
tional model for resolving cross-border disputes con-
cerning compensation for damage caused by medical
errors encompass the essential stages and components
of the process, including the categorisation of the claim
as contractual or tortious, the determination of inter-
national jurisdiction, the selection of applicable law,
the establishment of substantive liability conditions,
the organisation of proof (including the standard of
medical care and the informed consent doctrine), and
the procedures for recognising and enforcing foreign
judgements. Consolidating these elements into a single
model clearly delineates the normative and procedural
framework of the dispute, increases the predictability
of legal application and ensures the integration of na-
tional and transnational mechanisms for protecting pa-
tients’ rights.

Discussion

The findings showed that the liability model for medi-
cal errors is determined not only by substantive rules,
but primarily by the structure of proof, which shapes
the procedural opportunities available to the parties
involved. It was established that the differing degree of
legal certainty in the examined jurisdictions is deter-
mined by the extent to which the standard of medical
care is integrated into the mechanisms for allocating
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the burden of proof. Synthesising the material con-
firmed that it is precisely the procedural construction
of proving causation and fault that constitutes the sys-
tem-forming factor of liability.

In their work, I. Ketsekioulafis et al. (2026) con-
ducted a narrative review of legislative models and
insurance mechanisms of medical liability in different
countries. The authors concluded that the overwhelm-
ing majority of legal systems retain a liability mod-
el based on the principle of fault, but apply different
methods of adjusting the burden of proof procedurally.
They emphasised that the effectiveness of patient pro-
tection depends largely on access to evidence and the
role of medical documentation. The findings in this ar-
ticle are consistent with these conclusions but supple-
ment them with a detailed analysis of how contractual
and tortious characterisation influences the structure
of proof. V.P. Maroudas (2024) examined the German
and Greek liability models in the context of artificial in-
telligence systems and observed that, even amidst the
technological complexity of medical decision-making,
the principle of fault retains systemic significance. The
author demonstrated that the German special rules on
the allocation of the burden of proof perform a com-
pensatory function in cases of informational asymme-
try. The results of the present study confirm this: it
was found that codified presumptions in German law
increase the predictability of dispute outcomes with-
out abandoning the principle of fault. At the same time,
the article broadened the analytical perspective by fo-
cusing not only on the technological factor, but also on
the systemic role of legal characterisation. In contrast,
A.G. Grasso (2025) analysed liability rules in the field
of medical artificial intelligence, noting that the expan-
sion of algorithmic autonomy poses a risk to the tradi-
tional concept of fault. The author argued for preserv-
ing the structural logic of tortious liability and warned
against transitioning to an objective model without
justification. The findings of this study confirmed that
the principle of fault had not been replaced by a mod-
el of strict liability in the legal systems examined, and
that the differences concerned only the procedural
mechanisms of proof. Thus, the results are consistent
with A.G. Grasso’s (2025) position regarding the sys-
temic stability of the traditional approach to liability.

Meanwhile, A. Vozikis et al. (2021) proposed a tool
for analysing litigation risk in medical liability cases,
demonstrating that predicting case outcomes depends
on identifying the elements of wrongdoing and eval-
uating the evidential potential of the parties involved.
The authors emphasised the importance of causation
as a key element of the dispute. This study established
that the normative model of allocation of the burden
of proof determines the degree of risk for the parties
within a particular jurisdiction. Unlike A. Vozikis et
al’s (2021) instrumental approach, this article con-
ducted a normative-comparative analysis to explain
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why disputes are more or less predictable in the exam-
ined legal systems.

The results obtained indicate that in cross-border
medical liability disputes, the proof process structurally
extends beyond the national civil procedure model and
is shaped by the complex interaction between eviden-
tial law regimes, personal data protection regimes, and
international judicial cooperation mechanisms. The
study found that it is precisely this combination of re-
gimes that determines both the possibility of gathering
evidence and the subsequent resilience of the judgment
at the recognition and enforcement stage. This conclu-
sion aligns with comparative approaches presented
in contemporary medical liability doctrine, while also
specifying them in terms of the procedural “export” of
evidence between jurisdictions. As discussed in the col-
lective monograph edited by D. Bach-Golecka (2021),
the effectiveness of compensation mechanisms in
healthcare depends not only on the liability model (tor-
tious, contractual, or mixed), but also on the availability
of procedural instruments that enable the injured party
to access evidence and expert information. The authors
emphasise that informational asymmetry between pa-
tients and medical institutions is a systemic feature of
most legal systems and therefore requires institutional
compensation through presumptions, the redistribu-
tion of the burden of proof or special disclosure proce-
dures. The results of the present study are consistent
with this approach but extend it to the transnational
level. It is demonstrated that in cross-border cases,
asymmetry is exacerbated by territorial fragmentation
of evidence and differences in admissibility standards.
In a purely national context, compensation for asym-
metry is achieved through procedural presumptions. In
an international dispute, however, decisive importance
is attached to the parties’ ability to use mechanisms for
taking evidence internationally and to transfer med-
ical data legitimately, in accordance with protection
regimes. M.]. Bono et al. (2022) analyse medical neg-
ligence through the prism of the classical American
model, in which proving deviation from the standard
of due medical care and the causal link between the
breach and the harm is of central importance. The au-
thors emphasise the pivotal role of expert opinion as a
key evidential tool, highlighting that while procedural
nuances transform the structure of proof, the obliga-
tion to provide the defendant with the opportunity to
refute a presumption remains. The findings obtained
partly coincide with these conclusions: it was estab-
lished that the transformation of the structure of proof
through presumptions or inferences directly impacts
the subsequent evaluation of a judgment in the proce-
dure of international recognition. However, the study
also shows that, in a cross-border context, significance
attaches not only to the internal logic of the standard of
proof, but also to compliance with procedural guaran-
tees. These guarantees may be reviewed by the court of

the enforcing state through the lens of public policy and
the right to a fair trial.

The article by M. Nioi et al. (2025) is devoted to
medical liability in the field of ophthalmic surgery. It
demonstrates a tendency towards the “trivialisation”
of certain medical procedures. This does not reduce
the level of legal risks for medical institutions. The au-
thors showed that an increase in routine interventions
is accompanied by an increase in claims, and that the
assessment of treatment standards is increasingly re-
liant on documentation, digital records and formalised
protocols. These conclusions resonate with the findings
of the present study, which established that electron-
ic medical records and digital event logs are becoming
key evidence in disputes with an international element.
However, in a cross-border context, their significance is
complicated by the need to confirm their authenticity,
integrity and legitimacy of transfer in accordance with
personal data protection rules. This was not the central
focus of the study by M. Nioi et al. (2025), but it be-
comes decisive when a foreign judgment is recognised.
G. Nittari et al. (2020) analysed the ethical and legal
challenges of telemedicine, including the cross-border
transfer of medical data, jurisdictional uncertainty and
differences in regulatory standards. The authors point-
ed out that providing medical services remotely creates
a new liability allocation model and increases conflict-
of-laws risks, especially when the doctor and patient
are located in different states. The present study’s find-
ings confirm and specify these observations in eviden-
tial terms: it demonstrates that the telemedical format
complicates not only the determination of applicable
law, but also the procedure for requesting and legiti-
mately transferring evidence containing health data.
Thus, the conclusions of M. Nioi et al. (2025) regarding
the normative fragmentation and ethical vulnerability
of telemedicine are consistent with the thesis of this
study, which emphasises the need to align the evidential
and data protection regimes in cross-border disputes.

Overall, the analysis makes it possible to conclude
that, while the contemporary doctrine of medical lia-
bility pays considerable attention to the substantive
grounds of compensation and the transformation of
standards of proof, it does not examine their impact on
the stage of international recognition and enforcement
of judgments sufficiently or systematically. Within the
framework of this study, it has been demonstrated that
the procedural structuring of proof, the predictability
of the redistribution of the burden of proof and compli-
ance with guarantees determine the cross-border resil-
ience of a judgment. Accordingly, the results obtained
extend existing scholarly approaches by combining the
analysis of standards of proof with issues of interna-
tional judicial cooperation and the protection of med-
ical data regime, which is of fundamental importance
for the effective recognition and enforcement of judge-
ments in medical liability cases.
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Conclusions

The comparative legal analysis revealed that the clas-
sification of medical error as a basis for liability af-
fects the proof required in disputes. This includes the
elements to be proven, the allocation of the burden of
proof between parties, the application of procedural
presumptions and the limits of compensation for harm.
In continental legal systems, the relationship between
doctors and patients is mixed, combining the contractu-
al basis of treatment with tort law protection of life and
health. Consequently, the same instance of improper
treatment may result in both contractual and tortious
liability, impacting the evidential model and the struc-
ture of legal argumentation.

Comparative analysis shows that German law en-
sures a high level of legal certainty due to the codifi-
cation of the standard of medical care and the special
rules of proof set out in the provisions on the treat-
ment contract. The legislative establishment of pre-
sumptions and the possibility of redistributing the
burden of proof in cases of gross medical error or de-
fective documentation aims to compensate for the in-
formation asymmetry between patients and medical
institutions. French law combines the classical model
of civil liability with institutional mechanisms for out-
of-court compensation. The introduction of a compen-
sation system based on national solidarity, implement-
ed through ONIAM, enables compensation for harm
caused by medical risks or treatment complications,
even in the absence of proven fault on the part of the
medical professional.

Following the reform, the Italian model is char-
acterised by a differentiation between the liability of
medical professionals and that of healthcare institu-
tions. This differentiation affects the structure of proof
and the allocation of procedural risks between the par-
ties. Meanwhile, Czech law institutionalises treatment
as a specific type of contract and allows for the alter-
nation of contractual and tortious liability, ensuring
procedural flexibility in choosing the legal basis of the
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claim. In cross-border medical liability disputes, it was
established that proof acquires a multi-level character.
Substantive liability elements are determined by the
chosen law, in accordance with conflict-of-laws rules,
whereas procedural mechanisms for obtaining and
evaluating evidence are governed by lex fori. Within the
European Union, this system is supplemented by su-
pranational mechanisms for determining jurisdiction,
selecting applicable law and admitting evidence. This
increases the predictability of the procedural aspects of
cross-border disputes.

Systematising the study’s findings enabled the
identification of key transnational evidential risks in
medical disputes, such as informational asymmetry
between parties, territorial fragmentation of evidence,
restrictions on access to medical data, and differences
in national standards of proof. Analysis of judicial prac-
tice in Germany, France, Italy and the Czech Republic
showed that compensation for these risks is ensured
through a combination of procedural presumptions,
expert evidence and mechanisms for redistributing the
burden of proof. Such procedural balance contributes
to ensuring a fair trial and increases the stability of
judicial decisions in the process of their international
recognition and enforcement. Further research should
be directed towards the analysis of the harmonisation
of standards of proof and models of compensation for
harm in medical liability cases within the European
Union, in particular in the light of the development of
cross-border healthcare and the digitalisation of med-
ical documentation.
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AHoTauia

MeToM 1[LOTO JOC/i/XKEHHS OYJIO MPOBEEHHS CUCTEeMATHYHOTI'0 MOPiBHSAJBHO-IIPABOBOTO aHaJI3y MiAX0AiB
J0 BU3HA4Y€HHA NpPaBOBUX IMiACTaB [Jf BiIUKOAYBAaHHA LIKOAHW, 3aBJAHOI JIIKADCBKUMHU IOMUJIKAMHU, Y
MPaBOBiJHOCUHAX, 110 MalTh iHO3eMHUH eseMeHT. /i aHa/i3y HOPMAaTUBHO-NPaBOBUX 6a3 i cyZoBOI
NpakTUKU y chepi MeaudHol BifmoBifjasbHOCTI 6yJI0 3aCTOCOBAHO MOpPiBHSAJBHO-NPABOBi, popMaabHO-
NpaBOBi Ta KOJI3ilHI MeTOAU NOpsAJ 3 MeTOJaMHU BUBYEHHS KOHKPETHUX BUIAZKIB 1 TUIOJOTIYHUMU
MeToaMHu. [lopiBHAIBHUH aHaJIi3 3aCBi{YMB, 1110 X04a BOHHU BiJIpi3HAOTHCSA HOPMAaTUBHUM GOPMYJIIOBAHHSAM
CTaHJAPTY MeJJMYHOI JOIOMOTH Ta MeXaHi3MaMH HOTro MpolLiecyalbHOr0 JOKa3yBaHH4, yCi pO3IJ/IAHYTi NIpaBoOBi
CHUCTeMU 30epiraroTb MPUHIUI BUHU K 000B’sI3KOBY YMOBY LIMBIJIbHOI Bi/INOBiJa/IbHOCTi 32 MeJUYHY LIKOAY.
Bysno BUsB/IEHO, 10 HiMelbKa MoJeJib 3abe3leyye HaWBUILUM CTyHiHb NMPaBOBOI BM3HAYEHOCTI 3aBASKH
koaudikalil goroBopy mpo JiKyBaHHSI Ta 3aKOHOJ|aBY0 BU3HAYEHUM INpe3yMILisM. Byso BusiBieHo, 110
yecbKa MoJieJib iHCTUTYLiOHa/Ii3y€E JiKyBaHHSA sIK crienuiyHUM JLOroBipHUM BH/JI, 3aCTOCOBYIOUU KpUTepPiH
HaJlaHHS JJOOMOTH BiJIMOBiZHO /10 3araJbHOBU3HAHUX NMPOdeciiHUX MeAWYHUX CTAHJAPTIB, AOMyCKAYH
36ir foroBipHUX i fesiKTHUX KBatidikauii. PpaHily3bKka Mo/ie/b NOEAHYE KJIaCUYHE TJIyMaueHHsI LUBiJIbHOT
BiZIIOBI1a/IbHOCTI 3 IHCTUTYLLiIHHUM ME€XaHi3MOM KOMIIeHcalil KO Yepe3 HalliOHaJIbHY COJiAapHICTh, 1110
peastizyeThbcst yepes cucteMy HarjjoHaspHOro ynpaBJliHHA 3 BiZIIKOAYBaHHS 30UTKIB Y MeJUYHUX BUIIa/IKaX.
BcraHoBJieHO, 1[0 iTajilicbka MoOJe/b XapaKTepU3yeETbCcAd AudepeHI[iHOBaHOK BifMOBiAa/IbHICTIO MiX
JiKapsIMU Ta 3aK/JaJlaMHd OXOPOHH 3J0pOB’S Mic/s 3aKOHOAABYOi pedopMu 1mion0 Ge3nekH narieHTiB. Ha
OCHOBIi OPIBHAJILHOTO aHaJi3y 6ys10 cGOPMOBaHO y3arajbHeHY MO/JieJib JOKa3yBaHHS B MeJUYHUX CIIOPaX,
1[0 MalOTh iIHO3EMHHUM eJIeMEeHT, sika 06’€JHy€E TaKi KOMIIOHEHTH: MaTepia/bHi miZicTaBu BignmoBigaIbHOCTI,
BU3Ha4YeHi JOTOBipHOW abo JAesikTHOW KBasidikalli€to; mporecyaabHi MeXaHi3MU JJ0Ka3yBaHHsS, 30KpeMa
npe3yMILii, eKCepTHi JoKa3u Ta Nepepo3No/iJ TAraps J0Ka3yBaHHs; TpaHCHALioHaIbHI paKToOpH, 3 OISy
Ha 3aCTOCYBaHHS KoJi3iHHUX HOpM, npuHuun lex fori; HagHauioHanbHI MexaHi3Mu €Bporneiicbkoro Corw3y
0A0 WPUCAUKIII Ta OTpMMaHHA J0Ka3iB. [[pakTHYHe 3Ha4eHHS BUCHOBKIB IOJIATAE B IX MOTEHLiHHOMY
BUKOPUCTAHHI CyJaMU Ta 3aKOHHUMHU NIpe/iCTaBHUKaMHU JJi IPOTHO3YBaHHA PU3UKIB BiAMOBY Y BU3HAHHI Ta
BHMKOHaHHI pillleHb y TPAHCKOPJOHHUX MeJUYHUX ClIopax
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