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Decoding the meaning of medical guidelines and their

medicolegal implications
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and Carolina S. Romero

Medical practice guidelines (MPGs) are important in medi-
cine to ensure well tolerated and effective healthcare. They
provide evidence-based recommendations for healthcare
professionals in daily clinical settings. MPGs help patients
and practitioners make informed decisions, ensure quality of
care, allocate healthcare resources effectively and reduce
legal liability. MPGs have medicolegal implications, as they
influence clinical decision-making and patient outcomes,
which can impact liability and malpractice cases. They define
the standard of care within the healthcare industry and
provide best practice recommendations. MPGs are a cor-
nerstone of the informed consent process, as they facilitate a
shared decision support system and they provide valuable

evidence-based recommendations on various treatments or
medical options. Finally, MPGs are also relevant in medical
claims; thus, adherence to MPGs is highly encouraged in
order to assure the best medical care. Nonetheless, MPGs
have limitations and we advocate for wise usage of MPGs
combined with the expertise of trained physicians that allows
for individualisation and evidence-based recommendations.
In this review, we describe the potential legal implications
that MPGs may represent for healthcare providers and the
role that MPGs have in daily practice at different stages in the
doctor—patient relationship.
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KEY POINTS

e Medical practice guidelines (MPGs) play a crucial
role by providing healthcare professionals with ev-
idence-based recommendations.

e In principle, MPGs are suitable for reducing the risk
of liability from medical treatments.

e Deviation from recommended courses of action
without adequate and objective reasons can never-
theless lead to liability risks.

e For this reason, comprehensible documentation
seems essential.

e In medical compensation proceedings, MPGs play a
role that should not be underestimated.

e Decision-aids and adequate tools to guide clinicians
in view of a growing number of guidelines are
urgently needed.

e Finally, the decision of whether or not there was a
significant deviation without adequate and objective
reasons from a MPG, and whether this deviation was
ultimately causative for an alleged loss or damage,
will be the responsibility of an appointed expert.

e Indeed, mere deviation (from MPGs unlike direc-
tives) may not be a reproachable act per se.

Introduction

In medicine, ensuring provision of well tolerated and
effective healthcare is of paramount importance. To
achieve this, medical practice guidelines (MPGs) play
a crucial role by providing healthcare professionals with
evidence-based recommendations in daily clinical set-
tings. These practice guidelines not only assist patients
and practitioners in making informed decisions, assess
and ensure adequate quality of care, facilitate optimal
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healthcare resource allocation but also reduce the risk of
legal liability for negligent care.! Understanding the
impact of MPGs is essential for healthcare professionals,
policymakers and patients alike.

Impact of medical practice guidelines

MPGs can be defined as systematically developed state-
ments that assist healthcare practitioners in making ap-
propriate decisions for specific clinical circumstances.
They are typically generated based on a thorough evalu-
ation of the available scientific evidence, clinical exper-
tise, availability of drugs, equipment and resources and
lastly patient values and preferences. These guidelines
serve as a framework for healthcare professionals, aiming
to improve patient outcomes and ensure consistency in
clinical practice.

Guidelines are typically developed by expert panels or
professional societies, and occasionally commissioned or
produced by governmental or nongovernmental organisa-
tions. They address a wide range of medical conditions,
procedures and interventions, providing recommenda-
tions on diagnosis, treatment and preventive measures.
By synthesising the latest research and clinical knowledge,
MPGs bridge the gap between scientific evidence and
everyday patient care. In some countries, a quasi-hierarchy
of MPGs has been established, depending on the adher-
ence to standardised development procedures and a holis-
tic approach in terms of the search for evidence, its critical
appraisal and interpretation, leading to a classification, for
example levels from ’S1” to ’S2” and ’S3’.%

Medicolegal implications of medical practice
guidelines

Medical practice guidelines have significant medicolegal
implications, primarily due to their influence on clinical
decision-making and patient outcomes and — in case of
medicolegal disputes — on liability and malpractice cases
as well as on expert witness testimonies. The following
aspects highlight the key medicolegal considerations
associated with medical guidelines in order to clarify
what guidelines are and what they are not.

Defining the standard of care

Medical practice guidelines play a crucial role in defining
the standard of care within the healthcare community/
industry. Ideally, they provide best practice evidence-
based recommendations for diagnosis, treatment and man-
agement of various medical conditions at the time of their
drafting. MPGs present aggregated data on the best pa-
tient care, relying on all the relevant published studies on a
topic. MPGs provide a transparent and replicable frame-
work of the treatment options while balancing the benefit
and the risk of medical interventions. When guidelines are
widely accepted and endorsed by professional medical
societies, they become influential in shaping medical
practice and informing healthcare decisions.
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The implications of medical guidelines as definitions of
the standard of care within the healthcare community/
industry are significant and multifaceted.

Establishing consistency

MPGs promote consistency and uniformity in healthcare
delivery. They help healthcare professionals follow a
standardised approach based on the best available evi-
dence. By providing clear recommendations, guidelines
reduce unwarranted variations in practice, leading to
improved patient outcomes and enhanced quality of care.

Evidence-based practice

MPGs are typically developed based on a thorough
review of the current scientific literature and clinical
trials. They synthesise available evidence, expert opi-
nions and patient values, providing healthcare providers
with the most up-to-date information on effective inter-
ventions. By promoting evidence-based practice, guide-
lines facilitate the delivery of high-quality, scientifically
supported care.

Risk management

MPGs can serve as a risk management tool for healthcare
professionals and institutions. Implementation and ad-
herence to MPGs help mitigate potential legal and moral
risks associated with providing substandard care. If a
medical professional fails to adhere to recognised guide-
lines and deviates from the standard of care without
adequate and objective reasons, it may be considered a
breach of duty, potentially leading to malpractice claims.
‘This is especially true if specific damage is allegedly due
to noncompliance with a guideline.

Informed decision-making

MPGs empower healthcare providers and patients to
make informed decisions about treatment options. They
outline the risks, benefits and potential outcomes associ-
ated with different interventions, taking into account
individual patient characteristics and preferences. MPGs
facilitate shared decision-making between healthcare
professionals and patients, fostering a collaborative ap-
proach to care.

Continuous quality improvement

MPGs are not static documents. Their final formulation
always lags behind the actual state of knowledge, if only
for purely editorial-practical reasons. Ideally, they should
undergo regular updates to incorporate new research
findings and evolve as merging evidence shifts the tides
in favour or against an intervention. By integrating the
latest evidence, MPGs drive continuous quality improve-
ment in healthcare. They encourage healthcare profes-
sionals to stay abreast of the latest developments and
adapt their practices accordingly, while promoting con-
tinous learning and professional growth.
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Standardised evaluation

MPGs equally play a role in evaluating healthcare prac-
tices and outcomes. They provide a benchmark against
which healthcare providers and institutions can measure
their performance. By comparing their practices to estab-
lished standards, healthcare professionals can identify
areas for improvement, implement quality initiatives
and track their progress over time.

However, while MPGs define the standard of care within
the healthcare community/industry, they are not to be
seen as rigid set of rules and regulations. Clinical judge-
ment and individual patient circumstances are always key
in the treatment of patients and must be of utmost
importance. In addition, according to the evidence, which
is often by no means convincing, MPGs are often very
vague in their statements. In this way, instead of black-
and-white thinking, there is often a large grey area with
regard to the interventions under consideration.

In summary, MPGs often define the accepted standard of
care for a particular medical condition or procedure. Fail-
ure to adhere without adequate and objective reasons may
expose healthcare professionals to legal claims of negli-
gence in case of harm or serious adverse events. Courts and
legal systems frequently cite medical guidelines to assess
the reasonableness of a healthcare provider’s actions.

Supporting the informed consent process

MPGs have important implications in the informed con-
sent process, which is an essential component of ethical
medical practice. Informed consent refers to the process
by which healthcare providers communicate relevant
information to patients, enabling them to make autono-
mous decisions about their healthcare. To this end,
MPGs contribute in several ways:

Providing information

MPGs offer healthcare providers a valuable resource to
educate patients about their medical condition, treatment
options and potential risks and benefits. MPGs outline
evidence-based recommendations and should present in-
formation in a standardised and easily understandable
format. Occasionally, basic results and figures are further
summarised by means of infographics, algorithms and
uniform risk-communication tools ('1 in 100 000 patients
will suffer from this adverse event’, and so on). This
information empowers patients to make informed choices
by providing them with the necessary knowledge to un-
derstand their condition and available interventions.

Supporting shared decision-making

Informed consent emphasises shared decision-making
between healthcare providers and patients. MPGs facili-
tate this process by presenting a range of treatment options
and discussing their relative merits and potential out-
comes. By referencing MPGs, healthcare providers can
explain the recommended course of action based on the

best available evidence, while also considering individual
patient preferences, values, and circumstances. This col-
laborative approach helps patients actively participate in
decision-making and feel more engaged in their care.

Disclosing alternative approaches

MPGs often acknowledge alternative treatment
approaches or interventions that may be considered ap-
propriate in specific cases or depending on the availability
of resources. By discussing these alternatives, healthcare
providers fulfill their ethical and potentially legal duty to
provide patients with a comprehensive understanding of
available options. MPGs offer a framework for discussing
these alternatives and considering their benefits, risks
and evidence base, enabling patients to make decisions
that align with their values and preferences.

Enhancing patient understanding

Informed consent requires effective communication be-
tween healthcare providers and patients. MPGs may
serve as a tool to improve patient comprehension. By
using MPGs as a reference, healthcare providers can
explain complex medical concepts and terminology in
a clear and accessible manner. Patients can be referred to
the MPGs for review of the available information provid-
ed during the consent process, enhancing their under-
standing and ensuring that they have accurate and
reliable information. Increasingly, guideline groups
choose to include patient representatives in their task
forces while creating these documents in order to encom-
pass patient expectations and perspectives.

Supporting documentation

Informed consent is typically documented through
signed consent forms or other legal documentation.
MPGs can be referenced in these documents to indicate
that the patient has been informed about the standard of
care and has been provided with relevant information
based on established recommendations. Documenting
the use of MPGs in the informed consent process ensures
transparency and accountability, serving as evidence that
the healthcare provider follows accepted practices in
obtaining informed consent.

Nonetheless, MPGs are only one piece in the puzzle of
the informed consent process. MPGs do not replace the
need for individualised discussions and patient-centred
care. They are a tool for guidance, but the final decision
should always be based on the unique circumstances and
preferences of each patient.

In summary, guidelines play a crucial role in the informed
consent process. Healthcare professionals are expected to
inform patients about the recommended treatments and
procedures, their potential benefits, risks and alternatives
in an unbiased fashion. MPGs provide the necessary
framework to facilitate this process and protect healthcare
providers from allegations of inadequate disclosure. What
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137ZIMNZIDBPXZOBBAeOATDAEIDYIASALLIAIPO0AEIEAHION/AO AUMY TXOMADYOINX

¥OHISABZ3Y 10 +eyNIOITWNOIZTARYHGBSHINAYE Aq ABojoisayisaruels/Wwod mm| sfeulnol//:dny woly papeojumoq

¥202/S0/T0 uo

Copyright © 2023 European Society of Anaesthesiology and Intensive Care. Unauthorized reproduction of this article is prohibited.

112 Kranke et al.

EJA

is truly challenging for a healthcare provider is to contem-
plate the cognitive and emotional capacity of a patient
while translating the available evidence in an appropriate
personalised manner.

Acting as ’evidence’ in liability and malpractice
allegations

MPGs could have significant legal implications for
healthcare providers. Although MPGs are not legally
binding, they often play a crucial role in determining
the standard of care and can influence legal proceedings
in cases of alleged negligence or malpractice.’

Standard of care

MPGs help establish the standard of care expected from
healthcare professionals in a particular medical situation.
The standard of care refers to the level of skill, knowl-
edge and care that a reasonably competent healthcare
provider would be expected to provide in similar circum-
stances. Courts and legal experts often consider MPGs as
evidence of the prevailing standard of care. If a healthcare
provider deviates from widely accepted practice guide-
lines without adequate and objective reasons, the medi-
cal expert witness may view this as a breach in the
standard of care, potentially leading to liability.

Adherence to guidelines

Adherence to published MPGs can serve as a defence
against malpractice allegations. If a healthcare provider
can demonstrate that they have adhered to recognised
MPGs in diagnosing, treating or managing a patient’s
condition, it may help establish that they indeed have
exercised reasonable care and acted within the accepted
standards of practice. Adhering to MPGs demonstrates
that the healthcare professional relies on evidence-based
recommendations and established protocols.

Informed decision-making

MPGs support the informed consent process, as dis-
cussed earlier. When obtaining informed consent, health-
care providers are expected to communicate relevant
information, including risks, benefits and alternatives,
to the patient. By referencing MPGs and providing
information consistent with their recommendations,
healthcare providers demonstrate that they provided
appropriate information to the patient, enabling them
to make an informed decision. This can help protect
against claims of inadequate informed consent.

Evidence in litigation

MPGs can be used as evidence in litigation related to
malpractice claims. Plaintiffs may cite MPGs to support
their argument that the healthcare provider deviated
from the standard of care, leading to harm or injury.
Conversely, defendants may present MPGs to demon-
strate that their actions were consistent with accepted
practices and that they acted in accordance with the
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prevailing standard of care. Courts often consider MPGs
as persuasive evidence in assessing the actions of health-
care professionals. However, it has to be noted that mere
deviance from guidelines does not equate to the clinician
practising negligently outside accepted practice; regard-
ing the latter, expert witness testimony is required.”

Updates and evolving standards

MPGs are not static and evolve over time as new evi-
dence emerges. Healthcare providers are required to stay
informed about the most current MPGs relevant to their
practice. Failure to stay updated may expose healthcare
providers to liability if their practices do not reflect the
most current evidence. Neglecting to incorporate
updated MPGs into clinical practice might be viewed,
in a worst-case scenario, as a failure to meet the prevailing
standard of care.

Limitations of guidelines

MPGs are often considered to be in conflict with perso-
nalised medicine in cases of rare and complex clinical
conditions that do not fall under the scope of 'PICOs’,
that is Patient or problem, Intervention or exposure,
Comparison or control, Outcome(s), that help devise
these guidelines. They may not account for individual
patient variations, co-existing conditions or unique cir-
cumstances. Furthermore, deviating from guidelines may
be justified all cases wherein clinical judgement and
patient-specific factors warrant a different approach.
However, healthcare providers should be prepared to
justify and document their rationale for departing from
established guidelines when necessary. This may prove
to be an obstacle in busy daily clinical practice despite the
best of intentions, as there may be a high likelihood that
such a reasoning is not documented sufficiently.

If a healthcare professional deviates from established
guidelines without a valid clinical rationale, it may lead
to allegations of malpractice or professional misconduct if
an injury/damage occurs. Physicians who fail to follow
appropriate guidelines may face legal consequences,
including lawsuits, loss of licence or disciplinary actions.
Therefore, good documentation, which can be accom-
plished without additional time expenditure, as well as a
digital decision support system with the integration of
relevant guidelines, are of great importance. The far-
reaching consequences of MPGs outlined here also call
for keeping the number of guidelines manageable over-
all. In many cases, good medicine beyond existing MPGs
recommendations is possible and necessary (using tradi-
tional knowledge from textbooks or practicing evidence-
based medicine on an individual basis).

Guidelines in the context of expert witness testimony

MPGs have significant implications for expert witness
testimony in legal proceedings related to healthcare.
Expert witnesses are professionals with specialised
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knowledge and expertise who are called upon to provide
opinions and interpretations based on their experience
and the prevailing standards of care. MPGs may per se act
as an & priori assumption of the standard of care, and may
support expert opinions and be used to argue in favour of
a deviation from guidelines, for example by citing a MPG
that offers another recommendation. Occasionally, MPGs
may also be used to undermine the competency of an
expert witness opinion where it significantly deviates
from other guideline sources at the time of patient treat-
ment. Consistent with the above-mentioned necessity to
keep the number of potentially relevant guidelines man-
ageable, potential conflicts between the recommenda-
tions from different guidelines support an argument for
overarching guideline creation at the European level,
which would only be amended in specific detail where
national restrictions in implementation apply, for example
because availability of certain drugs or procedures differs.

Establishing the standard of care

MPGs play a central role in defining the standard of care
expected from healthcare professionals in a particular
medical situation. Expert witnesses often rely on these
guidelines to assess whether a healthcare provider’s
actions and decisions align with the prevailing accepted
standards of practice. Expert witnesses may refer to
relevant MPGs to opine on whether the defendant
met or deviated from the standard of care and whether
such deviation contributed to harm or injury.

Supporting expert opinions

Expert witnesses rely on their expertise and professional
judgement when providing opinions in legal cases. Medi-
cal guidelines serve as a valuable tool for expert witnesses
to support their opinions and interpretations. By referenc-
ing guidelines, expert witnesses can demonstrate that their
opinions are based on established evidence and widely
accepted practices. This bolsters the credibility of their
testimony and enhances its persuasive value in court.

Evaluation of deviations from guidelines

Expert witnesses may be called upon to evaluate whether
a healthcare provider’s actions deviated from established
MPGs. They can provide an objective assessment of the
defendant’s compliance with guidelines and the potential
impact of any deviations. Expert witnesses can explain
the significance of adherence to guidelines and the po-
tential consequences of departures from accepted prac-
tices. Their testimony not only helps the court
understand the implications of a healthcare provider’s
actions but also as to whether harm has been attributable
to deviation from a guideline.

Assessing reasonableness of actions

Expert witnesses can use MPGs to assess the reasonable-
ness of a healthcare provider’s actions in a given clinical
scenario. They can evaluate whether the defendant’s

decisions and interventions were consistent with the avail-
able evidence, guidelines and prevailing practices at the
time. Expert witnesses can provide an opinion on whether
the defendant’s actions were justifiable, given the circum-
stances and available information on practice patterns
apart from the suggested action laid out in the MPG, or
whether they fell below the expected standard of care.

Critiquing opposing expert testimony

In legal proceedings, opposing parties may present con-
flicting expert testimony. MPGs can serve as a basis for
expert witnesses to critique the opinions and interpreta-
tions provided by opposing experts. Expert witnesses can
assess whether the opposing expert’s testimony aligns
with accepted guidelines and present counterarguments
based on their own understanding of the guidelines and
relevant evidence. This helps the court evaluate the
credibility and reliability of different expert opinions.

Documenting departures from guidelines

When a healthcare provider’s actions deviate from estab-
lished guidelines, expert witnesses can explain the po-
tential consequences and risks associated with such
departures. They can provide testimony regarding the
potential harm or increased risk to the patient resulting
from nonadherence to guidelines. Expert witnesses can
illustrate how the defendant’s actions deviated from the
expected standard of care, not only highlighting any
potential negligence or malpractice but also defending
the specific action of a colleague, for example due to a
common practice that differs — sometimes for a good
reason — from the MPGs recommendations.

On the basis of common understanding and in line with
jurisdiction in many countries, expert witness testimony
goes beyond simply citing MPGs. Expert witnesses are
expected to provide independent, impartial and objective
opinions based on their expertise and the available evi-
dence. They must interpret and apply guidelines in the
context of the specific case, considering individual patient
factors and circumstances. Expert witnesses should also be
prepared to explain any deviations from guidelines and
justify their opinions based on their professional judgment
and the particular details of the case. In addition, they are
required to determine the degree of safety with which, for
example, harm has been due to a specific deviation from a
certain treatment that might be considered standard.

In summary, MPGs are often relied upon by expert
witnesses in medicolegal cases. These witnesses provide
expert opinions on whether the healthcare professional’s
actions aligned with the prevailing standard of care.
The testimony of these experts can significantly impact
the outcome of legal proceedings.

Conclusion and future developments
Medical practice guidelines serve as a compass for
healthcare professionals, guiding them in delivering
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evidence-based and patient-centred care. They reflect
the current state of medical knowledge and best prac-
tices, and have far-reaching medicolegal implications.
Adhering to MPGs helps ensure that patients receive
appropriate care, reduce unnecessary costs, increase qual-
ity of care, minimise widespread practice variation while
minimising the risk of legal claims, and promoting ac-
countability within the healthcare system. Healthcare
professionals should stay updated with the latest MPGs
relevant to their practice and exercise professional judg-
ment when applying them in individual patient cases.
Likewise, policymakers and legal professionals should
consider MPGs as valuable resources while addressing
medicolegal issues within the healthcare landscape.
This presupposes adequate funding for the preparation
of guidelines.

In addition to the creation of guidelines and associated
challenges in terms of transparency of reporting and
funding,” one of the biggest challenges in the future
seems to be rapid and efficient dissemination and imple-
mentation of their content in daily clinical practice. This
becomes even more challenging when different MPGs
provide conflicting recommendations. The present fre-
quently inadequate implementation is, in turn, a strong
argument for not attaching too much importance to a
deviation from guidelines in terms of medical law. At the
very least, however, the degree of clinical implementa-
tion should be adequately taken into account in the
evaluation of an action that deviates from an MPG.

Integrated decision-support tools,® as well as emerging
platforms such as artificial intelligence software, appear
appealing and promising. Although the first may suffer if
the integration of information is not up to date, the latter
may be a disadvantage if constituted in the absence of the
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necessary documentary steps (on how the recommenda-
tion was created), which is mandatory for clinical practice
guidelines. This may produce an inherent bias and lack of
reproducibility in the recommendations provided. How-
ever, the evolution of these technologies may ultimately
case creation and implementation of clinical practice
guidelines. Taking into account a large patient database,
it is also possible to decide which actions are (still) within
an acceptable range of treatment options, regardless of
any patient preferences.
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