Ann Ist Super Sanita 2025 | Vol. 61, No. 3: ?2-?

DOI: 10.4415/ANN_25_03_0?

Needs for a shared operational
methodology to draft guidelines

and good practices in legal medicine

Patrizio Rossi and Andrea Mele

Sovrintendenza Sanitaria Centrale INAIL, Rome, Italy

Abstract

Introduction. Article 5 of Law n. 24/2017 established the obligation for medico-legal
professionals to adhere to guidelines and good clinical-care practices, except in specific
cases. However, the methodologies developed for clinical practice are not entirely ap-
plicable to the field of legal medicine, which presents unique characteristics in terms of
regulatory context, objectives, and evaluative processes. Legal medicine does not primar-
ily focus on diagnosis or treatment but on standardized assessment procedures, legal
defensibility, and consistency of judgments.

Objectives. Starting from the experience of the Central Health Department (Sovrinten-
denza Sanitaria Centrale, SSC) of the Italian National Institute for Insurance against
Accidents at Work (Istituto Nazionale per I'Assicurazione contro gli Infortuni sul Lavoro,
INAIL), the goal is to develop a dedicated manual outlining the appropriate methods for
developing guidelines and best practices in legal medicine, proposing a methodological
framework.

Methods. The authors conduct a review of the literature on the topic related to the
methodology for developing guidelines and best practices in forensic medicine. They
took inspiration from the methodological manual for the production of clinical practice
guidelines by the Italian National Institute of Health (Istituto Superiore di Sanita, ISS).
Discussion. The authors highlight the lack of literature specifically addressing the devel-
opment of guidelines and best practices in forensic medicine. The methodological manual
for the production of clinical practice guidelines by the Italian National Institute of Health
(ISS) requires some adaptations but certainly represents a highly useful tool for creating
relevant recommendations for legal medicine. Therefore, the authors propose a specific
methodology and a dedicated manual tailored to legal medicine. The manual should
be adapted from the ISS methodologies used in clinical settings, revised to reflect the
unique needs of medico-legal practice, and developed in close collaboration with the
relevant scientific societies and institutions.

Conclusions. The method used for INAILs SSC recommendations has proven effective
in guiding internal medico-legal practices. Building on the ISS methodological manual,
the authors propose a tailored approach for developing guidelines (LGML) and best
practices (RBPML) in legal medicine. Given the unique challenges of the discipline
— often not fully addressed by existing regulations or literature — standardized solutions
are necessary to ensure consistent, high-quality medico-legal outcomes. Therefore, the
establishment of a dedicated Working Group in collaboration with the ISS is essential to
develop a structured methodology. INAILs prior experience in this field provides a solid
foundation for this initiative.
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INTRODUCTION purposes to adhere — except in specific cases — to the

Article 5 of Law n. 24 of 8 March 2017 “Good clinical =~ recommendations set forth in officially recognized
care practices and recommendations provided by the  guidelines. These guidelines, pursuant to paragraph 3
guidelines” [1] introduced a legal obligation for health-  of the same article, must be developed by public or pri-
care professionals performing services for medico-legal  vate entities, scientific societies, and technical-scientific
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associations of health professionals, provided they are
registered in a specific list established and regulated by
the Ministerial Decree of 2 August 2017, and published
in the Official Gazette n. 186 of 10 August 2017.

This provision significantly departs from earlier leg-
islative drafts, which did not explicitly include health-
care services performed for medico-legal purposes, nor
did they recognize technical-scientific associations and
public or private institutions, alongside scientific societ-
ies, as bodies authorized to produce such guidelines.

In the past, there have been some reservations about
the interpretation to be given to the formula used by
the legislator [2]. Specifically, there was debate as to
whether the law referred solely to clinicians whose work
might carry medico-legal implications, or whether, as
argued by other authors [3, 4], article 5 should also be
understood to encompass the services provided directly
by specialists in legal medicine.

The phrasing of the law, explicitly requiring health-
care professionals who perform activities for medico-
legal purposes to comply with guidelines, or in their
absence, with good clinical-care practices (except when
the specific case justifies deviation), appears to support
the latter interpretation. Accordingly, even medico-le-
gal experts are now expected to follow recommenda-
tions found in validated guidelines and good practices,
despite the current lack of such documents within the
Italian National Guidelines System (Sistema Nazionale
Linee Guida, SNLG).

This makes it evident that specific, tailored guidelines
and good practices are necessary for legal medicine,
particularly in those contexts where general clinical
guidelines may not be applicable [5, 6].

In both legal commentaries and the available litera-
ture, the issue has predominantly been addressed with
explicit and preferential reference to clinical guidelines.
Medico-legal practitioners tend to rely on these clinical
guidelines primarily when formulating expert opinions
on cases of clinical medical professional negligence.
However, they do not typically align their broader pro-
fessional activities with guidelines specifically tailored
to legal medicine.

In this context, the role of guidelines for legal medi-
cine would be, for example, to support medico-legal de-
cision-making processes [7-10]. Unlike clinical settings,
where guidelines are mainly intended to assist health-
care professionals in choosing diagnostic or therapeutic
interventions, in legal medicine they aim to ensure con-
sistency, transparency, and defensibility in evaluative
judgments. A concrete example is their use in expert
assessments within judicial proceedings, where medico-
legal experts are required to justify both their methods
and conclusions. When the expert follows validated and
contextually appropriate guidelines, it becomes more
challenging for opposing consultants, such as the pub-
lic prosecutor’s expert or the court-appointed assessor,
to claim that an alternative procedure should have been
employed or that the professional unjustifiably diverged
from accepted standards. In this sense, guidelines not
only inform the decision-making process but also confer
legal protection and methodological credibility in high-
stakes or contentious evaluations.

Moreover, medico-legal protocols often derive di-
rectly from regulatory frameworks that mandate spe-
cific assessment criteria. For instance, permanent dis-
ability assessments for occupational injuries at Italian
National Institute for Insurance against Accidents at
Work (Istituto Nazionale per I'Assicurazione contro
gli Infortuni sul Lavoro, INAIL) follow the Legislative
Decree of 23 February 2000 and Ministerial Decree of
12 July 2000; civil disability assessments refer to the
Ministerial Decree of 5 February 1992; while compen-
sation for civil liability, involving impairments between
1% and 9%, is governed by the Ministerial Decree of
3 July 2003. These documents function more as pre-
scriptive protocols than traditional clinical guidelines.
Nevertheless, certain medico-legal assessment criteria
are not codified in legislation nor derived from case law.
In such instances, practitioners often rely on analogi-
cal reasoning, particularly when the specific condition
under evaluation does not correspond to a defined per-
centage in the available assessment tables.

Additionally, various phases of the medico-legal as-
sessment process remain undefined by either statutory
law or jurisprudence, thereby necessitating structured
guidance to support medico-legal professionals in con-
ducting consistent and defensible evaluations.

Medico-legal practitioners, however, should not en-
gage with the issue merely as users of clinical guide-
lines, but also because their services must be anchored
to the same principles of appropriateness that underlie
the guidelines and good clinical-care practices followed
by clinical healthcare professionals.

In essence, the quality of medico-legal services must
be ensured and assessed according to predefined and
discipline-specific standards. This point has already been
emphasized by several authors [11, 12], who highlighted
the need to complement outcome indicators, typically
quantitative, such as service volumes or response times,
with process indicators that reflect the quality of the
medico-legal assessment across the various steps of the
evaluative pathway, from input to output.

To this end, focused attention on guidelines and good
practices specific to legal medicine is essential, as they
can serve as a foundation for the identification and de-
velopment of appropriate process indicators or proxies,
through a methodology expressly designed for the pe-
culiarities of the field.

OBJECTIVES: FROM THE
RECOMMENDATIONS OF THE INAIL
CENTRAL HEALTH DEPARTMENT
TO GUIDELINES AND BEST PRACTICES
IN LEGAL MEDICINE
The idea of providing useful tools to legal medicine op-
erators to standardize practices, establish quality bench-
marks for medico-legal services, and define relevant
process indicators — prompted the Central Health De-
partment (Sovrintendenza Sanitaria Centrale, SSC) of
INAIL to initiate the development of recommendations.
While the grades of recommendation, assessment,
development and evaluation Working Group (GRADE)
methodology for guideline development and the ap-
praisal of guidelines for research & evaluation (AGREE)



METHODOLOGY MEDICO-LEGAL RECOMMENDATIONS

and AGREE II methods [13] for assessing guideline
quality have proven robust in the clinical setting — and
are appropriately cited in the methodological manual
published by the Italian National Institute of Health (Is-
tituto Superiore di Sanita, ISS) [14, 15], they present
several limitations when applied to the context of legal
medicine.

In line with the approach adopted by the Ministry
of Health, INAIL recognized the opportunity to utilize
the “recommendation” as a more suitable instrument.
As a result, the INAIL SSC launched the production of
medico-legal recommendations.

These recommendations are defined as “specific docu-
ments aimed at offering tools to prevent adverse events,
promote accountability, and foster systemic change”
(https://www.salute.gov.it/new/it/tema/governo-clinico-
e-sicurezza-delle-cure/raccomandazioni-del-ministero/).

They are “leaner” tools, simpler to produce and with a
more agile method of revision, compared to the guide-
lines, which, however, allows to provide appropriate and
exhaustive indications aimed at standardizing behaviors
and preventing errors in medico-legal activities.

From the “INAIL medico-legal recommendations”
checklists and process indicators were extracted and
used as reference standards for medico-legal audit [ 16].

Currently, the production of recommendations in-
volves the development of a draft at the INAIL SSC
level by an ad hoc multidisciplinary Working Group,
which usually studies a critical issue reported or high-
lighted by the territory, institutional governance or
other stakeholders. The draft is then shared with the re-
gional and provincial health departments and/or other
central agencies (INAIL Central Directorates and/or
Consultancies), depending on the topic addressed and
the competencies of the Departments, for the neces-
sary bottom-up and/or top-down feedback. The distri-
bution takes place in such a way that the draft is dis-
seminated by the Departments throughout the territory
to collect as many comments as possible. The outcome
of the consultation is followed by the possible accep-
tance of the notes received and the drafting of the final
version of the INAIL medical-legal recommendation.
The recommendations issued by the SSC must be gen-
eral and focus on virtuous behaviors based on scientific
evidence, regulatory and doctrinal sources, and internal
reference on the different issues addressed.

However, the recommendations may impact a local
reality which, due to various factors (such as work or-
ganization, personnel, equipment, etc.), find it difficult
to adhere to them. For this reason, similar to what hap-
pens for the diagnostic-therapeutic assistance pathways
(percorso diagnostico terapeutico assistenziale, PDTA),
the medical-legal assistance pathways (percorso medi-
co-legale assistenziale, PMLA) have been introduced.
These pathways consider the organizational aspects and
aim to provide optimal assistance to individuals with
work-related injuries or illnesses, ensuring the safety of
performance and overcoming any difficulties in apply-
ing INAIL SSC recommendations [17].

It is easy to highlight how this tool appears unsuit-
able for guiding the behaviour of doctors who approach
INAIL legal medicine from outside the Institute, as the

INAIL medico-legal recommendations do not adhere
to the methodology proposed for guidelines and good
practices in the clinical field as published in the docu-
ments edited by the ISS.

It is desirable to generate shared documents pub-
lished on the ISS website, in the SNLG, with the role of
guidelines and best practices for evaluating the conduct
and performance quality of medico-legal practitioners,
pursuant to article 5 of Law n. 24/2017.

It is necessary to develop a dedicated manual outlin-
ing the appropriate methods for developing guidelines
and best practices in legal medicine, proposing a meth-
odological framework.

METHODS
A PubMed search for methodologies specifically de-

signed for the development of guidelines and best prac-
tices in legal medicine yields no results. Nevertheless,
various documents labeled as guidelines are currently
in use by medico-legal professionals and widely refer-
enced within the scientific community, although they
do not follow standardized or structured development
methods. For instance, in the textbook by Ferrara et al.,
2013 [18] and in the article by Basso et al., 2017 [19]
such documents are referred to as “guidelines” yet they
are essentially literature reviews lacking the method-
ological tools required for formal guideline production.
Similarly, most national and international publications
in areas such as forensic pathology, toxicology, hema-
tology, and legal genetics serve as reference texts, but
they are not based on recognized or systematic method
of development and evaluation, as required for creating
guidelines.

For clinical matters, the effort of the ISS was to create
a manual that drives healthcare professionals in drafting
guidelines and good clinical-care practices.

The same operation for legal medicine may appear
more complex and, in some cases, presents peculiar dif-
ferences for several reasons:
¢ the methodology suggested for the guidelines in the

clinical field is not applicable tout court to legal medi-

cine;

e the international and national legal medicine guide-
lines seem do not follow a structured methodology,
despite being recognized by the scientific community
and used in medico-legal practice;

e the guidelines used in legal medicine are often over-
come by the criteria indicated by specific regulations
(for example, the application criteria of legal tables
that outline specific behaviours to follow) or by juris-
prudential conclusions.

DISCUSSION

The discipline has difficulty adhering to the indica-
tions provided by the manuals for the production of
guidelines and good clinical-care practices edited by
the ISS. It is, therefore, necessary to establish specific
“rules” for legal medicine.

As the guidelines and good clinical-care practices
support healthcare professionals in making the best
choices to ensure the health and safety of the patient,
in the same way the development of guidelines and
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good practices for legal medicine, according to the
requirements of article 5 of Law n. 24/2017, can sup-
port the activities and decisions of the medico-legal
practitioners. Adherence to a shared methodology that
guides the investigation and decision-making process,
ensuring homogeneity and uniformity of medico-legal
judgment, represents, in fact, essential elements for the
medico-legal service safety.

The medico-legal discipline, in fact, is characterized
by the presence of so-called performance risk, essen-
tially related to benefits (of both economic and non-
economic nature, even to the limitation on individual
freedom), which arise from the legal context of refer-
ence in which the medico-legal activity is performed.

The so-called medico-legal risk is a “spurious” risk
since, in the medico-legal activity, two different risk
components coexist: a clinical one, when the service may
cause damage to the health and safety of the patient,
and a medico-legal one, related to the safety of the ser-
vice [11]. While the diagnostic and/or therapeutic health
service aims at the safety and health of the patient, the
medico-legal service aims at the safety of the service.

The medico-legal service safety represents a new con-
cept of the healthcare management system, which also
concerns individuals who are not direct receivers of the
service. The collective interest can be threatened by a
medico-legal performance error, for example, in the in-
appropriate release of a driving licence, inadequate as-
sessment of capacity or social dangerousness, or abso-
lute or temporary disability, or ability for a specific job.

Therefore, the analysis and management of medico-
legal health risk must consider this broader connotation
compared to the one intended for all healthcare pro-
fessionals performing diagnostic-therapeutic activities
and, consequently, the impacts of medico-legal error on
the safety of the service.

To ensure the safety of medico-legal services, it is es-
sential to introduce, also for this discipline, tools for risk
prevention: recommendations of the guidelines (linee
guida in medicina legale, LGML) and good practices
(buone pratiche in medicina legale, BPML) for legal
medicine.

As mentioned, guidelines may not be necessary in
cases where specific regulations have already been is-
sued for the different areas of evaluation with a precise
description of the application criteria; instead, they may
find space in regulatory gaps or for debated and not yet
regulated topics.

The recommendations contained in the LGML and
BPML appear necessary to optimize and personalize
medico-legal processes. They should be based on solid
evidence, pursuing the same principle of multidisci-
plinarity and sharing between Institutes and scientific
societies involved, as well as the guidelines and good
clinical-care practices.

A comparison between professionals interested in re-
searching best practices may also allow the identification
of virtuous realities as reference models (benchmark)
and induce a positive mechanism of competitiveness,
which leads to an effective continuous improvement in
the quality and safety of medico-legal services.

As far as INAIL Institutional status is concerned, this

comparison has already been defined. Therefore, the

Institute, which has exclusive competence in the field

of social insurance according to the legislation in force,

must always be consulted when guidelines are drawn up
by scientific societies.

If the error in clinical practice results in damage to
the health and safety of the patient, the error in legal
medicine entails no less harmful effects, such as the
failure to ensure the necessary protection of subjects
in need of assistance, adequate compensation and/or
compensation for the damage suffered, the failure to
condemn subjects responsible for crimes or the convic-
tion of non-responsible subjects, etc.

As in clinical practice, it is necessary to introduce a
system of valid guidelines and good practices, according
to art. 5 of Law n. 24/2017, to evaluate the behaviours
of healthcare professionals working in legal medicine.

Assuming that the recommendations of the guide-
lines for legal medicine could be those included in the
dedicated regulations, it is quite clear that the slowness
of the production process found for clinical practice
would be even more amplified. Consequently, even for
legal medicine, where the regulatory review process is
slow and fraught with obstacles, the recommendations
of the BPML could be more easily used. These will pro-
vide a rapid systematic literature review and allow rela-
tively short drafting times (around 6 months), provid-
ing equally valid support, as it is anchored to some key
principles. Similar to the recommendations for good
practice in clinical care (raccomandazioni per le bu-
one pratiche clinico assistenziali, RBPCA), the recom-
mendations for good medico-legal practice (raccoman-
dazioni per le buone pratiche medico-legali, RBPML)
would guide aspects relating to medico-legal practice
and the organization of health services.

To be reliable, the RBPML, with almost identical
characteristics — net of the inevitable differences be-
tween medico-legal practice and clinical care practice
—to the RBPCA [20], must:

be based on a rapid systematic review of existing evi-
dence;
® be developed by a competent, multidisciplinary and

multi-professional group of experts representing the

competent bodies, institutions and main scientific so-
cieties involved;

e take into consideration the problems identified based
on the prevalence, the urgency, the rate of medical-le-
gal litigation, and the expression of non-homogeneity
of behaviour;

e take into consideration the needs of the protected
population for access to particular benefits provided
by law;

¢ be based on an explicit and transparent process that
minimizes distortions, prejudices and conflicts of in-
terest;

e provide a clear explanation of any alternative method-
ological options and their implications on the results;

e take into account the preferences and will of the citi-
zen, inviting the medical examiner to base his assess-
ment on the elements available to him at the time of
the assessment, in the event of the subject’s refusal to
undergo treatment and/or diagnostic tests [21];
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¢ be reconsidered and revised when important new evi-
dence justifies the change.

Referring to the methodological guidelines for draft-
ing recommendations for good clinical care practices
published by the ISS, “minimum” methodological re-
quirements can also be referred to for legal medicine.

However, for legal medicine, minimum requirements
n. 3 and n. 7 do not appear applicable. As for require-
ment n. 3, the evaluation of the “certainty of evidence”
reported in the methodological indications of the RB-
PCA in the forensic and medico-legal fields takes on
a different meaning and should be reserved for those
areas in which the evidence must overcome even rea-
sonable doubt and be endowed with high logical prob-
ability [22]. Requirement n. 7 does not concern the
strength of the recommendation but the evidence to
which the recommendation refers; such evidence is part
of the selection process, based on the authoritativeness
and concordance of the sources.

The minimum methodological requirements are shown
in the following Table 1.

As with RBPCA, the production method can be based
on the four elements summarized by the acronym PICO:
e P, problem/population: indicates the subject or popu-

lation of reference for the question (e.g., the problem

of “telemedicine applied to legal medicine” [23], or
citizens with civilian invalidity or work-related disabil-
ity, etc.);

¢ |, interventions: indicates the main intervention tak-
en into consideration;

¢ C, comparison/control: indicates the main alternative
with which the intervention (I) is compared, capable

of relating to the outcome (O);

e O, outcome: this is what is hoped to be achieved, the
result or purpose of the recommendation.

Regarding topic selection, unlike RBPCA, it is not
necessary to identify an additional expert panel, as the
group addressing the topic already comprises qualified
professionals. Integration of further experts may be
considered only if the proposal originates from entities

Table 1
Minimum methodological requirements

other than the designated Working Group. The Work-
ing Group should be structured around a multidisci-
plinary and inter-institutional core, with the possibility
of including field-specific experts as needed.

To gather expert consensus within the Working
Group, the RAND/UCLA appropriateness method can
be employed. Although traditionally positioned at the
final tier of the evidence pyramid as a tool for eliciting
expert opinion, this methodology proves particularly
valuable in the field of legal medicine, especially in ar-
eas where no clear guidance exists through legislation,
jurisprudence, or well-established literature [24]. It
should be highlighted that medico-legal expertise today
is increasingly hyper-specialized in a scientific world in
constant evolution.

The Working Group should consist of an odd num-
ber of members to ensure that any proposals can be
voted on with a clear majority, allowing for the priori-
tization of actions. From a risk management perspec-
tive, if multiple proposals are presented simultaneously,
intervention priorities may be established using the pri-
ority index (e.g., frequency x severity, or frequency x
severity x detectability). These proposals may originate
from stakeholders or specific population groups (e.g.,
individuals with disabilities, injured workers, privately
insured parties, victims of duty), who may address the
Working Group directly.

The same majority-based decision-making approach
may be applied to the formal approval of the recom-
mendation. A methodology that has proven effective
within INAIL involves broad consultation with regional
branches during the development of centrally drafted
recommendations. This collaborative process may also
be adopted for RBPML, enabling Working Group
members to submit the draft to a selected group of in-
stitutional, academic, or scientific society collaborators
for feedback and contributions.

The final draft, according to what happens for the
RBPCA, can be submitted “to external review by two
independent referees, selected by the Working Group,

1. Identification of regulatory, legal and bibliographic sources related to the topic, describing the process of selecting evidence, also
concerning keywords and any filters used. This will also be useful to make the search “repeatable”.
Evaluation of the authoritativeness and concordance of the available evidence. Certainty (or high logical probability) is necessary if the
scope of the recommendations for good medico-legal practice (RBPML) is a criminal process, the greatest probability, instead, if the
scope is a civil process, social security, etc. It has to be evaluated the majority of literature, but also only the most authoritative part, the
strongest evidence, and the one with the greatest value. Even if the sources are numerically lower than the total evidence available, they
are relevant for medico-legal purposes if they are among the most authoritative and concordant. As for clinical scientific evidence, the
reference selection must consider the quality of the evidence and the strength and weight of the recommendations [23].

2. The authority and concordance of the references must be evaluated in each phase of the medico-legal process since it is considered

important or critical to issue the final judgment.

4. The minimum requirement for the presentation of the summary of evidence is a clear description of the sources and the method used to
identify them and assess their degree of authoritativeness and consistency. Synoptic tables can be used to report the domains indicated
(e.g., legislation, jurisprudence, scientific literature, and related authoritativeness and concordance).

5. Explicit criteria should provide the basis for making recommendations or decisions. Explicit judgments should be made for each
criterion chosen, including those that might be added, and evidence used to support those judgments should be provided. Additional
considerations affecting the recommendation or decision should also be documented and accessible.

6. Those who develop RBPML should describe the expected outcomes and, where possible, monitor them through medico-legal audits.
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based on requirements of authoritativeness and com-
petence in the area covered. The referees will express
observations and comments on the document contents,
with particular reference to the consistency between ev-
idence and recommendations and the formulation and
applicability of the latter. The report from the external
review will be examined by the Working Group, before

finalising the document” [20].

Similar to the structure required for RBPCA, the RB-
PML must include:

1.a detailed description of the Working Group, specify-
ing the roles of involved bodies, institutions, and sci-
entific societies;

2.explicit description of the process and method used
to draft the document, reviewing and documenting
all stages: topic selection, evidence search strategy,
and consensus process for each recommendation;

3.summary of evidence and recommendations;

4.summary of the external audit findings;

5. conflict of interest declaration forms, filled and signed
by all RBPML development participants;

6.declaration of commitment not to publish or disclose
the RBPML, in whole or in part, before completion
of the assessment process.

In March 2025, a document titled “Procedures for
the submission and evaluation of recommendations for
good clinical care practices” was published. Annex 3 of
the document outlines the criteria used to assess the
methodological quality of these recommendations. Spe-
cifically, recommendations must address the following
items:
1.the composition of the development group;
2.the methodology used in the development of the rec-

ommendation;

3.the management of conflicts of interest.

However, the development methodology cited refers
to the application of the GRADE approach, which was
originally designed for clinical care contexts. For the
reasons outlined above, this method cannot be applied
to medico-legal best practices, which differ in both
content and purpose, and are governed by regulatory,
contractual, or statutory provisions rather than clinical
objectives.

Recently, the SNLG website published a good prac-
tice applied to legal medicine [25]. This represents a
significant milestone and may serve as a valuable start-
ing point for fostering collaboration among the various
institutions involved in the field. It could help identify a
shared methodology for the development of good prac-
tices, ultimately leading to the much-needed publica-
tion of a dedicated manual outlining the appropriate
procedures for their formulation.
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