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ABSTRACT

Clinical Engineering began in the 1970s in the United States of
America, with its primary focus on hospital equipment
management. In the years that followed, the field began to expand
in terms of responsibility for technology appraisal, transfer, and
management. The structure of the Clinical Engineering sector in
Brazil, on the other hand, began in the 1990s, but there is still no
clear consensus among professionals and the scientific community

on who may legally fulfil the tasks of a clinical engineer.
Some writers claim that the profession of clinical engineer is
unregulated in Brazil and a 2014 study found that clinical
engineers come from a wide range of academic backgrounds and
professional qualities. In the opening of their work, the
researchers claim that non-engineering people fill many clinical
engineer positions. However, we can see from their findings
that the great majority of professionals who responded to
the surveys were Confea/Crea System members, albeit with
extremely diverse profiles.

INTRODUCTION

he for health professionals to conduct vital jobs in health aid,

such as different sorts of medical diagnoses and life support, a
variety of medical equipment is required. Furthermore,
health practitioners are regularly compelled to deal with practical
techniques such as ionising radiation, which may save lives
when used appropriately or have major societal effects when
used incorrectly. Managing and maintaining this type of
technology is an important part of the healthcare industry, and it
must be done with complete legal responsibility, which means
that experts must be held accountable for their performance
and efficacy in treating patients. Keeping the entire area of clinical
engineering in such an ad hoc and unreliable state might have serious
ramifications for Brazilian society and jeopardise Brazilian citizens'
integrity. The majority of this paper is devoted to a review of existing
clinical engineering legislation. We investigated and analysed a wide
range of public documents, as well as information from a variety of
sources (internet mnews, manuals, norms, plenary decisions,
resolutions, and so on), Confea norms and different instances
of the Engineering and Agronomy Regional Counsel-Crea (each
instance corresponding to a different Brazilian state), and the
Sanitary Surveillance National Agency (Anvisa), as well as federal laws
and decrees and the Federative Republic of Brazil On this issue, we
also looked at books and scientific papers. Several conversations
with highly renowned and experienced Professors and experts, as
well as Anvisa and Confea/Crea representatives, were performed
throughout these analyses.

The goal was to clear up certain misunderstandings and doubts. We
went to 27 hospitals and clinics in Brazil's Federal District to examine
how clinical engineering was done in our area. One of the writers
spent six months as a clinical engineer trainee to gain in-depth
knowledge and expertise in the field. Another strategy we used was to
participate actively in virtual discussion boards and national
workgroups via WhatsApp®, with clinical engineering specialists and
ABECIin. Our main goals were to learn and monitor the general
public's comprehension of relevant rules, double-check our
understanding of regulatory directives, and serve as an active opinion
leader among peers, disseminating the findings of our study. A
clinical engineer, according to them, is a biomedical engineer who
studies and applies engineering concepts such as electricity,
electronics, mechanics, and optics to monitor, regulate, or change
biological systems. They're also distinguished by their employment in
hospitals or clinical settings, where they assist with clinical
operations. Clinical engineers are technology experts who can assist
physicians, nurses, physiotherapists, and administrators in dealing
with, evaluating, acquiring, managing, and properly maintaining and
securing biomedical equipment. Some distinctive actions. It's worth
noting that the ACCE and ABEClin definitions are broader than
those found in the dictionary. Clinical engineers operate in a variety
of technological branches, which they do not describe. Clinical
engineers are professionals who work with health technology or
health equipment in general, according to both definitions. This
might raise a hermeneutics dilemma, with any engineering efforts in a
health context, such as infrastructure technologies, being considered
clinical engineering.
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The analysis in this paper is mostly focused on biomedical
technologies. Brazilian law, motivated by the Constitutional principle
of the inviolability of the right to life, safeguards the integrity and
dependability of medical and therapeutic equipment by establishing
that their violation is a terrible crime. Falsifying, corrupting,
adulterating, and tampering with equipment for such objectives are
all deemed felonies. Importing, selling, distributing, or putting to use
equipment with a medical or therapeutic purpose that is in one of
those categories or that matches one or more of the following
conditions can also be regarded as heinous crimes.
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