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ABSTRACT

Objective: To report the nurse’s experience of inclusion in interdisciplinary clinical
study about technological innovation, involving people with spinal cord injury. Method:
Descriptive experience report. The empirical support was based on notes about perspectives
and practice of clinical research, with a multi-professional nursing, physical education,
physiotherapy and engineering staff. Result: The qualification includes the elaboration of
the document for the Ethics Committee, familiarization among the members of staft and
with the studied topic, and also an immersion into English. The nurse’s knowledge gave
support to the uptake of participants and time adequacy for data collection, preparation
and assistance of the participants during the intervention and after collection. Nursing
theories and processes have contributed to reveal risky diagnoses and the plan of care.
It was the nurse’s role to monitor the risk of overlapping methodological strictness to
the human aspect. The skills for the clinical research must be the object of learning,
including students in multidisciplinary researches. Conclusion: To qualify the nurse for
clinical research and to potentialize its caregiver essence, some changes are needed in the
educational system, professional behavior, attitude and educational assistance.
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INTRODUCTION

Brazilian nursing has excelled in political spaces of fund-
ing research organizations. The production of knowledge in
the area, for being significant and specifically related to the
Brazilian reality, is considered internationally competitive(®.
However, clinical research is still in its beginning in Brazil-
ian nursing, i.e., there is a gap in the development of clini-
cal trials for care practice, so that the Nursing science can
predicate its actions on clinical evidence®. The literature
on the subject states that the nurse contribute to different
application areas of the results from clinical research and
can assume functions in this issues, such as monitorship,
collaboration, education and coordination®.

According to the methodological routine, the assistance
to participants of clinical research, mostly, is made by only
one care provider. However, clinical studies conducted by
research groups require interaction between researchers
from different areas of knowledge, with technical and sci-
entific preparation related to their specific areas. Added to
this complexity is the fact that certain participants, for their
condition and vulnerability, need specific care in the various
stages to which they are submitted®.

Being a devastating condition that has huge impact on
a persons life™; spinal cord injuries are the focus of several
researches. Clinical studies are performed for the diagnosis,
treatment, rehabilitation and social integration process. In the
area of rehabilitation, clinical studies seek to develop tech-
niques and instruments which may promote care and recovery,
involving different researchers in all stages, including nurses®.

The research that derived from this experience report is
inserted in a universal interdisciplinary project in the field of
Rehabilitation Engineering, which aims to build equipment
resulting from the combination of functional electrical stimu-
lation with an active orthosis, aiming to improve the perfor-
mance of locomotion of people with Spinal Cord Injury (SCI).

To achieve this goal, a lot of research has been con-
ducted to help in the decision-making process when con-
structing the equipment. During the development process
of the project, a very important aspect is to investigate the
reaction of a person’s muscle with SCI to electrical stimu-
lation. Studies®” concluded by the group showed the best
parameters for electrical stimulation in relation to occur-
rence of muscular fatigue; systems for the measurement of
muscle fatigue level; and electrical stimulation for closed-
loop applications.

The participation of the nurse was limited to the unfold-
ment of the universal project, which aimed to measure the
time between the beginning of electrical stimulation and
the first muscle fasciculation and the beginning of the re-
sponse, called electromechanical delay in the literature. Pre-
liminary results indicate differences in the nerve conduction
velocity of healthy people with spinal cord injury, inferring
strategies of the computational control system of activation
and inhibition of the musculatures involved in the walking
process of a person with spinal cord injury.

Considering this an unexplored field in nursing, this ar-
ticle aims to report the experience of including nurses in an

interdisciplinary clinical study about technological innovation,
involving people with spinal cord injury.

The relevance of this report is that it contributes to the
base of knowledge that underlies the practice of nurses, to
cooperate with the multidisciplinary team in a scientific way,
with their professional area related to good clinical practices.

METHOD

This is a descriptive study, an experience report, that
used as empirical base notes on guidance and practice of
clinical research developed in the context of a master’s de-
gree, in the period from 2012 to 2014. A female nurse par-
ticipated in part of the systematic process of development of
a clinical research, which involved a staff of nursing, physi-
cal education, physiotherapy and engineering professionals.
The location of interventions was a rehabilitation institu-
tion in the city of Curitiba, Parana. The universal project
was approved by the Research Ethics Committee (REC)
of Pontificia Universidade Catélica do Parand (PUCPR),
under protocol No. 400,141, from 2013.

'The results and discussion were organized according to
the nurse’s participation in the stages of research: qualifica-
tion period; elaboration of the document for REC; quali-
fication of the research participants and application of the
questionnaire for the initial data collection (identification
and health conditions); preparation of participants for data
collection; follow-up of participants during the intervention
and after data collection; operationalization of technologi-
cal instruments, and analysis of results.

RESULTS

Although it is a continuous process, the focus of ini-
tial qualification lasted for 12 months, with activities that
respected a hierarchical order for the execution of the re-
search stages. Readings were performed for the explora-
tion of the research topic, in a specific and comprehensive
way — books, forums of experts and articles written by the
research group or others.

Concomitantly to the qualification process, the project
was prepared to receive ethics approval and for the follow-
up of practical research activities carried out by the research
group. At this stage, we had the beginning of small partici-
pations in the methodological procedures of clinical trials,
with the approval and supervision of the responsible for the
research, which contributed to the familiarization with the
staff and procedures, as well as to the operationalization of
technological instruments.

The nurse participated in the process of uptaking 24
participants for the clinical research. Based on the criteria
of inclusion established, the participants were welcomed by
the female nurse who explained the type of participation in
the research and introduced the Informed Consent Term.
After the consent, she applied the questionnaire about iden-
tification and health conditions, and carried out procedures
for the preparation of data collection, monitoring the in-
tervention and after data collection procedure. This process
lasted two months.
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For the analysis of results related to the research stage
for which she was responsible, the nurse learned how to
use MatLab software, which gave support to the process
of mathematical analysis of the collected biological signals.

DISCUSSION

Researchers who are engaged in clinical research say that,
although there is no consensus about the definition and docu-
mentation of the role of nurses in clinical studies — whether
as scientists or main researchers —, there are efforts aiming at
these issues. They also add that nurses who provide health care
or coordinate studies can, according to their expertise, improve
the efficiency of investigation, safety of participants and qual-
ity of data®?). This was observed in our research.

To ensure the active participation of any member of a
research team conducting a clinical research in all stages of
its process, it is necessary a period of qualification, whether
for familiarization with research tools or protocols. This
initial process is important to give reliability to results,
avoiding, as much as possible, mistakes related to the use of
equipment and/or research procedures. During qualification
some doubts related to the readings have arisen, emphasiz-
ing the importance of meetings with the advisor and with
the research group for discussion and clarification.

This experience enabled the dialogue between differ-
ent researchers, which influences the judgment in pro-
cesses of research, helping in the researcher formation,
and the development of leadership in clinical research
groups. These aspects were considered relevant for the
insertion of nursing professionals in institutional activi-
ties related to graduate programs®.

The basic contents of technological areas (engineer-
ing), not available in the curriculum of the profession,
were given in research courses. However, the inclusion
of nurses in a specific technological research requires an
enhancement for the acquisition of new knowledge.

An important aspect is the urgency of the reading of
texts in English. A study performed in Spanish universities
indicates the need of including contents in English in the
curriculum of undergraduate programs to adapt the profile
of professional skills to global systems and consolidate a
society without language barriers®?. This is far from real-
ity, but must receive more attention so nurses can dedicate
themselves to researches of greater impact.

An important stage in the formation of clinical re-
searchers is the preparation of the document that must
be submitted to REC, since this type of research deals,
inevitably, with irreversible interventions and, in the case
reported, with a vulnerable population. Nurse demon-
strate their knowledge to anticipate risk situations and
include in the project, in detail, the care needed to assure
the assistance to participants in all phases of the research
to which they are associated with®. In their academic
background, the content offered to nurses about nurs-
ing theories that give support to care focused on human
needs (as the one proposed by Horta), and the applica-
tion of the nursing process can contribute to risk analysis
and to plan specific health care.

'The preparation of the document for REC needs a re-
searcher with improved skills, which are developed during
their basic training and with the addition of others provided
by interdisciplinary knowledge, e.g., aspects related to the
description of methods for technological innovation. An
example of the contribution of specific nursing knowledge
was observed in the elaboration of a schedule for data col-
lection. To a researcher not used to deal with human care
issues, a time of 30 minutes, per participant, would be ap-
propriate for the application of the clinical trial and to col-
lect necessary data.

On the other hand, the nurses found stipulating times
would be necessary to ensure clinical conditions (vital signs
before and after collection) and basic care needs related
to physical mobility (transportation), comfort (change of
clothes), disposal (change of urinary catheter and intestinal
stimulation), health education (anamnesis and explanation
of procedures), cutaneous-mucous integrity (skin prepara-
tion for electrode placement), gregarious (family participa-
tion), emotional security (anxiety caused by the collection)
and bond (reception).

Being a vulnerable group whose exposure could hap-
pen from their selection to the after-data-collection period,
special care should be provided to the environment in which
the research will be conducted, ensuring privacy and com-
fort. The nurse has background to analyze the space and, if
necessary, make adjustments.

Due to methodological strictness of the procedures, dur-
ing the follow-up process of the volunteers there is a risk that
the human aspect may be overwhelmed by such strictness,
and the nurse must be careful and observe this environment.

In this research, although medical care was ensured in
dealing with possible damage caused by the intervention, a
situation occurred and the nurse was attentive and had an
important and specific role in the case. One of the volun-
teers, after collection, reported an edema in the knee joint.
Before the exclusive application of the ethical protocol, the
nurse and physical therapist responsible for the intervention
made a home visit to give support to the volunteer, analyze
the situation and perform the assistance based on integrality.

A survey — that assessed the most frequent and impor-
tant activities carried out by nurses in a clinical research
center — indicated the dimension of clinical practice as the
most frequent and important one. Among the activities of
this dimension, the most important was predicting adverse
events, monitoring and planning of actions of direct care to
the event, which corroborates with the actions developed
in this report.

Aspects related to the skills required to the operation-
alization of technological instruments and to the analysis
of results of clinical research lead to discuss if the specific
knowledge of this new field should be part of learning dur-
ing undergraduate or specialization programs, which could
include students in multidisciplinary research whether
through final examinations or scientific initiation proj-
ects. This situation was reported also by a study that has
described insertion, difficulties and strategies adopted by
nurses in clinical research®.
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'The experience reported regards a different universe of
exclusive practical assistance, involving an experience of
overcoming personal and theoretical limits, thus referring
to gaps in the nurse formation to perform practice clinical
research activities.

Added to these gaps we have the altruism related to
this profession that is often undervalued in its activities
and skills. However, altruism was identified as part of the
identity of research coordinators, and this is relevant to
make volunteers aware of the importance of their partici-
pation in clinical research; to minimize conflicts between
research and care and to disprove the undervaluing of the
coordinator’s roleV.

Limitations of the nurse in clinical research were par-

'The limitation of this study is on a fine line — common
in experience reports — that exists between the description
based on the method and emotional issues related to the
overcoming of personal boundaries, which requires a critical
self-analysis regarding researches.

CONCLUSION

The participation of nurses in clinical research gives
support for a better understanding of the profession and
helps in the transfer of experiences and knowledge.

There is a need for changes in professional behavior,
attitude and educational support, and changes in edu-
cational systems to qualify nurses in the field of clinical
research, potentializing their knowledge and the essence

of a caregiver.

The critical knowledge resulting from the participa-
tion in the full process of a clinical research supports
professional advancements and provides an articulated
scientific contribution to various areas of knowledge.

tially overcome by recommendations and incentives of the
advisor, so the apprentice could have a distinguished per-
spective vision in relation to other staff members, that is,
the nurse’s perspective and how they could significantly
contribute to the research.

RESUMO

Objetivo: Relatar a experiéncia de inclusio do enfermeiro em estudo clinico interdisciplinar de inovagio tecnolégica, envolvendo
pessoas com lesdo medular. Método: Relato de experiéncia descritivo. As bases empiricas foram anotagdes de orientagdes e pratica de
pesquisa clinica, com equipe multiprofissional da enfermagem, educagio fisica, ﬁsmtcrapla e engenharias. Resultado: A capacitagio
incluiu a elaboragio do documento para Comité de Etica, familiariza¢do com equipe e tema de estudo e imersdo em lingua inglesa.
O conhecimento do enfermeiro ancorou a captagio de participantes e adequagdo temporal da coleta de dados, preparagio e
acompanhamento dos participantes durante a interven¢io e pés-coleta. As teorias e o processo de enfermagem contribuiram para
evidenciar diagnésticos de risco e no planejamento de cuidados. Foi papel do enfermeiro a vigilancia do risco de sobreposi¢do do rigor
metodoldgico ao cardter humano. As habilidades para a pesquisa clinica deverdo ser objeto de aprendizagem incluindo estudantes em
pesquisas multidisciplinares. Conclusdo: Para qualificar o enfermeiro para pesquisa clinica e potencializar sua esséncia de cuidador sio
necessdrias mudangas nos sistemas de ensino, comportamento profissional, atitude e suporte educacional.

DESCRITORES

Pesquisa em Enfermagem; Pesquisa Biomédica; Inovagio; Tecnologia.

RESUMEN

Objetivo: Relatar la experiencia de inclusién del enfermero en estudio clinico interdisciplinario de innovacién tecnolégica, involucrando
a personas con lesion medular. Método: Relato de experiencia descriptivo. Las bases empiricas fueron apuntes de orientaciones y
prictica de investigacién clinica, con equipo multiprofesional de enfermeria, educacién fisica, fisioterapia e ingenierias. Resultado:
La capacitacién incluy6 la elaboracion del documento para el Comité de Etica, la familiarizacién con el equipo y el tema de estudio
e inmersién en lengua inglesa. El conocimiento del enfermero anclé la captacién de participantes y la adecuacién temporal de la
recoleccion de datos, preparacion y seguimiento de los participantes durante la intervencion y post recoleccion. Las teorias y el proceso
de enfermeria contribuyeron a evidenciar diagnésticos de riesgo y la planificacién de cuidados. Fue papel del enfermero la vigilancia
del riesgo de superposicién del rigor metodoldgico al cardcter humano. Las habilidades para la investigacién clinica deberédn ser objeto
de aprendizaje incluyéndose a estudiantes en investigaciones multidisciplinarias. Conclusién: A fin de cualificar al enfermero para
la investigacién clinica y potenciar su esencia de cuidados son necesarios cambios en los sistemas de ensefianza, comportamiento
profesional, actitud y soporte educativo.

DESCRIPTORES

Investigacion en Enfermeria; Investigacién Biomédica; Innovacién; Tecnologia.
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