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ABSTRACT

Objective: to present the creation and content validity stages of a questionnaire to assess the determinants of
adherence to the safe drug administration five “rights” “x”, based on the Theory of Planned Behavior integrative
model.

Method: a methodological study to create and validate a self-reported measuring instrument for psychosocial
variables. It took place in two public university teaching hospitals: one located in the South and the other in the
Southeast of Brazil.

Results: the results were organized according to each stage of the 5R-MEDSAFE content validation process.
Conclusion: the results obtained in this creation and content validation study of the 5R-MEDSAFE indicated
that the tool presented diverse content validity evidence. Its application can be useful in different contexts as a
way of assessing adherence to these behaviors among Nursing workers. This will make it possible to identify
which elements of the behaviors are amenable to intervention, as well as to implement the most appropriate
intervention, according to the Theory of Planned Behavior constructs.
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CONSTRUGAO E VALIDADE DE CONTEUDO DO 5R-MEDSAFE: AVALIAGAO
DA ADESAO AOS CINCO CERTOS DA ADMINISTRAGAO SEGURA DE
MEDICAMENTOS

RESUMO

Objetivo: apresentar as etapas de construgcao e validade de conteido de um questionario para avaliagabo
dos determinantes da ades&o aos cinco certos da administracao segura de medicamentos — 5R-MEDSAFE,
baseado no modelo integrador da Teoria do Comportamento Planejado.

Método: estudo metodoldgico de construgao e validagédo de instrumento de medida autorrelatada de variaveis
psicossociais. Desenvolveu-se em dois hospitais-escola universitarios, publicos, um localizado na regido Sul
e outro na regido Sudeste do Brasil.

Resultados: os resultados foram organizados conforme cada etapa da validacdo de conteudo do
5R-MEDSAFE.

Conclusao: os resultados obtidos neste estudo de construgdo e validagdo de conteudo do instrumento
5R-MEDSAFE indicaram que o instrumento apresentou evidéncias de validade de conteido. Sua aplicagédo
pode ser util em contextos distintos como forma de avaliar a adesao a esse comportamento entre trabalhadores
de enfermagem. Isso permitira identificar qual elemento do comportamento é passivel de intervengéo, bem
como implementar a intervengao mais adequada, conforme os construtos da Teoria do Comportamento
Planejado.

DESCRITORES: Seguranga do paciente. Administragdo do medicamento. Comportamento. Crengas
enfermagem.

ELABORACION Y VALIDEZ DE CONTENIDO DEL INSTRUMENTO 5R-MEDSAFE:
EVALUACION DE LA ADHESION A LOS “CINCO CORRECTOS” DE LA
ADMINISTRACION SEGURA DE MEDICAMENTOS

RESUMEN

Objetivo: presentar las etapas de creaciéon y validez de contenido correspondientes a un cuestionario
para evaluar los determinantes del nivel de adhesion a los “Cinco correctos” de la administracion segura
de medicamentos — “5R-MEDSAFE”, sobre la base del modelo integrador de la Teoria del Comportamiento
Planificado.

Método: estudio metodoldgico para crear y validar un instrumento de medicién autoinformado de variables
psicosociales. Se desarrolld en dos hospitales-escuela universitarios y publicos: uno situado en la regiéon Sur
y el otro en la region Sudeste de Brasil.

Resultados: los resultados se organizaron conforme a cada etapa de la validacion de contenido de
5R-MEDSAFE.

Conclusidn: los resultados obtenidos en este estudio de creacién y validacion del contenido del instrumento
5R-MEDSAFE indicaron que la herramienta presento diversa evidencia de validez de contenido. Su aplicacion
puede resultar util en diferentes contextos como una forma de evaluar el nivel de adhesién a estas conductas
entre trabajadores de Enfermeria. Eso permitira identificar los elementos de los comportamiento que son
pasibles de intervencion, al igual que implementar la intervenciéon mas adecuada, conforme a los constructos
de la Teoria del Comportamiento Planificado.

DESCRIPTORES: Seguridad del paciente. Administracién de medicamentos. Comportamiento. Creencias
de Enfermeria.
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INTRODUCTION

Drug administration is one of the Nursing team competencies and is considered the basis of
nurses’ work, as it requires clinical reasoning on the part of the professionals'™2. However, errors in the
drug administration process are one of the most frequent in health care, and represent an important
cause of increased costs in health services, varying from R$ 31.00 to R$ 21,500.00, according to a
Brazilian study?.

Drug administration is routinely in charge of the Nursing team, although it is not an exclusive
action of these workers. Some authors assert that more failures occur in drug administration than in
the other stages of this process, such as prescription and dispensing®.

It is known that the new logic is that patient safety should be conducted and seen from the
perspective of the success of actions, rather than failures®. In addition to that, the magnitude of the
problem is reinforced by under-reporting of incidents, which can be explained by the punitive culture
still present in health services, either due to the fear of identifying those who have reported them® or
to the absence of a strengthened safety culture.

The safety culture can be defined as a set of group and individual values, attitudes, perceptions
and competencies that determine an institution’s pattern of behavior and commitment to safety’. A
positive safety culture is important for identifying interventions to reduce the occurrence of incidents,
especially medication errors.

Although clinical reasoning underpins safe drug administration’, using the Five “rights”
(5Rs) in this process is essential to prevent incidents. Some authors assert that the 5Rs (right
patient, administration route, dose, medication and administration time) are essential for safe drug
administration?®. Currently, there has been an expansion to 12 Rs (guidance, recording, indication,
interaction and response to the correct therapies, the patient’s right to refuse and the right to a correct
prescription); however, there is no evidence that these new Rs in safe drug administration exert an
impact on drug administration safety®. There is no consensus on the “rights” included, but the attempt
is to add system-related barriers as a way of increasing patient safety in this process’?.

Although efforts have been made in the clinical practice to train teams to adhere to patient
safety protocols, including safe drug administration, they do not seem to be sufficiently effective in
promoting an effective change in behavior. In fact, the design of more effective interventions with health
workers, aimed at patient safety by reducing the occurrence of incidents, requires understanding the
factors underlying worker’s behaviors.

The Theory of Planned Behavior (TPB) has been widely used to understand health professionals’
different behaviors. Described on the basis of studies?, this theory, which comes from the Social
Psychology field, assumes that a large part of human behavior is, at least in part, under volitional
control, at least partially, immediately determined by intention, i.e., the motivation to adhere (or not) to
a given behavior. Some authors'® define these constructs as follows: intention, in turn, is determined
by attitudes, perceived norms and perceived behavior control.

According to the theory?®, attitudes represent a person’s favorable or unfavorable evaluation
of a given behavior, resulting from the personal assessment of a group of beliefs, which is based on
behavioral beliefs. Behavioral beliefs are related to expectations of obtaining favorable or unfavorable
results from performing the behavior.

The perceived norm consists of the perception regarding the social pressure exerted to carry
out the behavior, which results from a set of normative beliefs. Such beliefs refer to specific people or
groups who exert an influence on the performance of a given behavior. They are classified as injunctive,
when there is social pressure to perform the behavior, or as descriptive, when a given behavior is
performed based on the perceived prevalence of its behavioral adoption in a given reference group.
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In addition to these, the professional norm has been reported in the work context, referring
to the assessment of performing a behavior dictated by professional statutes, codes or protocols®.

Perceived behavior control refers to the perception about the extent to which the behavior
is under the person’s control, and is supported by control beliefs. These beliefs are related to the
perception of the presence (or not) of resources and opportunities to carry out the behavior, i.e.,
barriers and/or facilitating factors for performing a given behavior®.

Considering its widespread use in understanding health professionals’ behaviors, the TPB
becomes an interesting model for understanding professionals’ behaviors related to patient safety,
more specifically safe drug administration.

In this context, assessing adherence to the 5Rs protocol for safe drug administration might
represent another step towards care quality and patient safety in this process, thus preventing incidents.
As the initial 5Rs involve individual aspects? and their execution is the main strategy for preventing
drug administration failures reported in the literature®, it was decided to study these behaviors.

Although adherence to the 5Rs is undeniably important and its relevance as a subsidy for safe
drug administration is well known, there is a gap in the international and national literature in terms
of knowledge construction, specifically in relation to studies aimed at understanding the factors that
determine this adherence by Nursing professionals. In addition to that, no questionnaire with validity
evidence for assessing these behavioral determinants from the TPB was found in any review study.
Although drug administration is not a procedure exclusive to the Nursing team, it is routine for these
workers to carry out this activity.

Thus, considering the importance of the process of creating and validating instruments, this
study aims at presenting the creation and content validity stages of a questionnaire to assess the
determinants of adherence to the 5Rs of safe drug administration — “56R-MEDSAFE”, based on the
Theory of Planned Behavior (TPB) integrative model™.

METHOD

A methodological study regarding the creation and validation of a self-reported measuring
instrument for psychosocial variables. It took place in two public university teaching hospitals: one
located in the South and the other in the Southeast of Brazil. Data collection took place from July
2021 to March 2022.

Nursing workers that were active in hospitalization units and involved in the drug administration
process took part in the study, namely: nurses, technicians or nursing assistants. Workers on leave
during this research stage were excluded. Inclusion of the workers was based on the “snowball”
technique, in which an initial key worker, selected on the basis of their professional category and
role in drug administration, indicated a second worker and so on. Inclusion also took into account
proportionality of the teams, professional categories and type of unit (critical and semi-critical).

The creation of 5R-MEDSAFE based on the TPB was the first methodological step. In this stage,
the “Questionnaire for assessing the psychosocial determinants of adherence to the five principles of
safe drug administration — 5R-MEDSAFE” was created and validated based on the TPB, consisting of
a subjective assessment of behaviors, indirect measures (beliefs — identified in stage 1 of the study,
see Figure 1) and direct measures of the psychosocial variables that predict it.

The following definition was proposed to obtain the subjective measurement of behaviors:
“Considering that adhering to safe drug administration means adopting the five rights, i.e. administering
the right medication, to the right patient, at the right dose, administration route and time, how often
have you adhered to these behaviors over the last two weeks?”.
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It was proposed to use an answer scale with percentage ranges: [1] “20% or fewer times;
[2] between 30% and 40% of the times; [3] between 50% and 60% of the times; [4] between 70%
and 80% of the times; and [5] between 90% and 100% of the times”. This measure was elaborated
on the basis of a previous study'. It is noted that if a worker answered “No” to this question, it was
considered that they had not administered any medication in the last two weeks.

To measure the psychosocial variables that determine the behaviors, items were created for
direct and indirect measures. The direct measures refer to items that measure each component of
the TPB theoretical model and their creation followed the predefined model instructed by the author.
The indirect measures incorporate items prepared from the qualitative analysis of the salient modal
beliefs obtained from the target population (results from stage 1), considering those with prevalence
greater than 10%".

Considering these assumptions, items were formulated to measure each TPB construct, as
specified below: — Behavioral Intention (Int): it refers to the person’s motivation to perform a given
behavior; — Attitude (At): it is considered to be the person’s favorable or unfavorable assessment
of the behavior in question; — Perceived Norm (PN): it refers to the social pressure perceived by
the person to engage or not in a given behavior; — Perceived Behavior Control (PBC): it refers to
the perceived ease and/or difficulty performing a given behavior; and — Behavioral, Normative and
Control Beliefs: items were prepared to assess beliefs based on the salient modal beliefs identified
in the target population.

A Likert-type scale was used to measure each of the TPB constructs, with scores varying
from [1] Definitely not to [5] Definitely. The mean score was calculated for each variable, obtained
from the arithmetic mean of the scores of the items that comprise it. The higher the score, the more
likely the subject is to adopt the behavior. For the items derived from negative beliefs, which reveal
the disadvantages of the behaviors, the scores are later on inverted so that higher scores indicate
greater favorability for adherence.

The preliminary version of SR-MEDSAFE was sent to the panel of experts, who evaluated it
in terms of the comprehensibility and relevance properties of each item and comprehensiveness of
the total number of items. Five experts were invited, two from Canada and three from Brazil, who met
the criteria of having in the TPB or patient safety areas.

To check agreement among the experts, the CVI-1 and the CVI for the questionnaire as a whole
(CVI-Total) were calculated. The items with CVI values below 0.80 were excluded or reworked™.

The Fleiss Kappa test' was also performed to assess inter-observer agreement of the
instrument’s attributes.

After the evaluation stage by the expert's committee, the researchers held a discussion to
review and reach consensus on the items for the preliminary version of the scale to be pre-tested
with the target population.
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5R-MEDSAFE pre-test

The questionnaire was applied to Nursing workers from both institutions who were active
in direct patient care and drug administration, regardless of the time they had been working in the
institution and in the unit. Workers on leave during the data collection period were excluded.

The technique used to assess understanding and presentation of the instrument was cognitive
interview'®. This technique is applied to a sample of 10 to 15 individuals from the target population,
in order to assess comprehension of the items and calibrate the answer pattern, to avoid errors or
distortions either in comprehension, in the search for information memory or in distorting the answers
due to a supposed judgment (social desirability)'".

The stages in the creation and content validation of the Questionnaire for assessing the
psychosocial determinants of adherence to the safe drug administration 5Rs — 5R-MEDSAFE are
summarized in Figure 1.

o
‘ Preparing the questionnaire to survey beliefs ‘
First stage ‘ Evaluation by experts’ panel and CVI analysis ‘

Identification of the beliefs and validation @

‘ Pre-test and virtual interviews ‘

y

‘ Analysis and consensus of the prevalent saliente modal beliefs ‘

—

‘ Preparation of the first version of 5R-MEDSAFE ‘

O

‘ Evaluation by the expert’'s panel ‘

4

‘ CVI analysis and consensus of the pre-final version ‘

Second stage — @
Creation and validation of 5R - MEDSAFE ‘

Pilot test and ajustments in the pre-final version ‘

4

‘ Cognitive interviews - SR-MEDSAFE pre-test ‘

g

‘ Ajustments and creation of the 5R-MEDSAFE final version ‘

——

Figure 1 — Flowchart corresponding to the process of preparing and validating the instrument for assessing
the direct and indirect psychosocial factors of adherence to the safe medication protocol: 5R-MEDSAFE.

The study was approved by the ethics committees of both institutions involved, and data
collection was only initiated after due approval, according to the following records.

RESULTS

The results will be presented according to the 5R-MEDSAFE content validation stages.
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Experts’ committee results

Five experts took part in the content validation process, as described above. Although the
Fleiss Kappa test was not statistically significant among the observers, the CVI presented excellent
agreement values, as shown in Charts 1 and 2. Chart 1 shows the results of this evaluation according
to the items created from the TPB elements.

Chart 1 — Agreement among the experts regarding comprehensibility and relevance
of each item and the scope of the Beliefs dimensions of the 5R-MEDSAFE
Questionnaire, according to CVI-ltem and CVI-Total — Santa Maria, 2023.

ltems ‘P |E1 E2| E3 E4 E5 | cvi SV Consensus
Total version
1. Intention
1.1 lintend to adhere to safe drug 1Cl 4| 4] 4 | 4| 4 1.0 -
administration behaviors (doing all Unchanged
5 “rights”) over the next two weeks. R| 44| 4|4 4 10 -
1.2 | plan to adhere to safe drug "l 4/4] 444 10 -
S ; ) Unchanged
administration behaviors... IR| 4| 4 4 | 4| 4 1.0 -
1.3 | intend to adhere to safe drug cCl4,4] 4 34110 -
- . : Unchanged
administration behaviors... IR| 4|4 4 |3 4 1.0 -
1.4 | want to adhere to safe drug Cl|4,4] 4 4,410 -
. . . Unchanged
administration behaviors... IR| 4| 4 4 4 | 4 1.0
1.5 1 will strive to adhere to safe drug "l 4/4] 443 10 -
L : : Unchanged
administration behaviors IR| 4| 4 4 | 4| 4 1.0 -
1.6 The probability of me adheringtosafe | C | 4 | 4 | 4 | 4 | 3 1.0 -
drug administration behaviors (doing all 5 s Unchanged
“rights”) over the next two weeks is... Ri41414 44 1.0 B
Items — Intention 5SS 1414 4 | 4] 4 1.0 1.0
2. Attitude
For me, adhering to safe drug :
administration behaviors (doing all 5 Cl4 4 4 14| 4 1.0 -
“rights”) over the next two weeks is: Unchanged
2.1 Very bad; bad; no opinion or neutral; IR | 4| 4 4 | 4| a4 1.0 _
good; very good
2.2 Very unnecessary; unnecessary; TCl 4| 4| 4 |4 4 1.0 -
no opinion or neutral; necessary; very s Unchanged
necessary R|4|4| 4 | 4] 4 1.0 -
2.3 Very useless; useless; no opinion or Cl|4,4] 4 4,410 -
: ) Unchanged
neutral; useful; very useful IR| 4| 4 4 | 4| 4 1.0 -
Very irrelevant;
) ) _ C 144 4 4 2 0.8 - irrelevant; no
2.4 Very relevant; relevant; no opinion or -
7. i : opinion or
neutral; irrelevant; very irrelevant . .
R 4la| 4 4] 4 10 neutral; relevant;
very relevant
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Chart 1 - Cont.

ltems ‘P |E1|E2 E3 E4| E5 | cvii| CV-| Consensus
Total version
2.5 Very disadvantageous; 1Cl41 4| 4 | 4] 4 1.0 -
disadvantageous; no opinion or neutral; Unchanged
advantageous; very advantageous R|4|4] 4 4] 410 -
2.6 Very difficult; difficult; no opinion or Cl4/4] 4 4,410 -
: . Unchanged
neutral; easy; very easy IR 4|4 4 |3 4 1.0 -
2.7 Very time-consuming; time-consuming; | 'C | 4 | 4 | 4 | 2| 4 | 08 -
- ) ) Unchanged
no opinion or neutral; fast; very fast. IR| 4| 4 4 2| 4 0.8 -
2.8 Very repetitive; repetitive; no opinion TCl 44| 4 |3 4 1.0 -
or neutral; not very repetitive; not repetitive Unchanged
at all R| 4|4 3 |3 4 1.0 -
Items — Attitude 5§ 1413 4 |4 4 1.0 1.0
3. Perceived Norm
3.1 People whose opinions are |m.portant iclalal a4l a 10 i
to me would approve of me adhering to
- . . . Unchanged
safe drug administration behaviors... (doing s
all 5 “rights”) over the next two weeks. Ri4|4 )4 144 1.0 B
3.2 People whose opinions are important TCl 4| 4| 4 |4 4 1.0 -
to me want me to adhere to safe drug s Unchanged
administration behaviors... Ri414 4 144 1.0 )
3.3 Most of my coworkers who are tCl 4| 4 4 | 4| 4 10 )
important to me will adhere to safe drug ]
L . . . Unchanged
administration behaviors (doing all 5
o » R 4|4 4 |4 4 1.0 -
rights”) over the next two weeks.
3.4 Among the coworkers | know:
() None of them iclalal a4l 3 10 i
() Less than half ’
() Half
() More than half Unchanged
() All of them .
...adhere(s) to safe drug administration Ri41414 44 1.0 B
behaviors...
3.5 As a Nursing worker, | am expected ICl 4| 4] 4 | 4] 4 1.0 -
to adhere to safe drug administration Unchanged
behaviors... R 14|14 4 1.0 -
Items — Perceived Norm S 3 1.0 1.0 | Unchanged
4. Perceived Behavior Control
4.1 Itis only up to me to adhere to safe iCl4a4l4)| 4 |4 4|10 -
drug administration behaviors (doing all 5 Unchanged
“rights”) over the next two weeks. R4 4] 4 44110 -
4.2 It is within my control to adheretosafe | t1C | 4 | 4 4 4 | 4 1.0 -
drug administration behaviors (doing all 5 Unchanged
“rights”) over the next two weeks. Ri1414) 4 4] 4 1.0 -
4.3 | am sure that | can adhereto safedrug| 'C | 4 | 4 | 4 |4 ] 4 | 1.0 -
. . . Unchanged
administration behaviors... IR 44| 4 | 4| 4 1.0 -
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Chart 1 - Cont.

ltems P |E1E2 E3 E4 E5 cvii CVI-| Consensus
Total version

4.4 | am confident about my ability to ICl4 14| 4 |4 4|10 -
adhere to safe drug administration Unchanged
behaviors... R| 4|4 4 |4 4 1.0 -
4.5 | am able to adhere to safe drug 4,44 4,410 -

. . . Unchanged
administration behaviors... IR| 4| 4 4 | 4| 4 1.0 -
4.6 It is only up to me to adhere to safe tICl 4|4 4 |4 4 1.0 -
drug administration behaviors (doing all 5 Unchanged
“rights”) over the next two weeks. ‘R|4/4| 4 4 4|10 -
4.7 It is within my control to adheretosafe | 'C | 4 | 4 | 4 | 4 ]| 4 | 1.0 -

. ; . Unchanged

drug administration behaviors... IR| 4| 4 4 | 4| 4 1.0 -
4.8 | am sure that | can adhereto safedrug| 'C | 4 | 4 | 4 |4 | 4 | 1.0 -

L . . Unchanged
administration behaviors... IR| 4| 4 4 | 4| 4 1.0 -
4.9 | am confident about my ability to 1Cl41 4| 4 | 4] 4 1.0 -
adhere to safe drug administration Unchanged
behaviors... ‘R|4 /4| 4 4,4 10 -
Items — Perceived Behavior Control 5SS 44| 4 |4 4 1.0 1.0

*P: Property; 'C = Comprehension; R = Relevance; S = Scope.

The results corresponding to the experts’ assessment of the items measuring beliefs in
adherence to the safe drug administration 5Rs are shown in Chart 2.

Chart 2 — Agreement among the experts regarding comprehensibility and relevance
of each item and the scope of the Beliefs dimensions of the 5R-MEDSAFE
Questionnaire, according to CVI-ltem and CVI-Total — Santa Maria, 2023.

Items p E1|E2 B3 E4|E5| OV EVI- | consensus version
Item | Total
5 Behavioral Beliefs
Adhering to safe drug
administration behaviors (doing N .
all 5 “rights”) over the next two Cl| 4 |4 4 4 | 4 110 - ...wquld h_elp me avoid
) making mistakes
weeks: L
. when administering
5.1 would prevent me from making o
. s medications.
mistakes when administering IR 4| 4| 4 41 4110 -
medications.
5.2 would contribute to patient 14 4414 4110 - | ...would contribute to
safety. IR| 4|4 4 4 | 4110 - patient safety.
5.3 would enable me to act tIC| 4| 4| 4 4| 4|10 - | ...would increase the
in accordance with Nursing time | need to administer
professionals’ ethics ‘R4 |44 |4]4/|10 - | medications.
5.4 would increase the timelneed | 'C | 4 | 4 | 4 | 4 | 4 | 10 -
- - Excluded
to administer medications. IR 4| 4| 4 4 | 4110 -
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Chart 2 - Cont.

Items P E1 E2 E3 E4 E5 SV CVE1 (consensus version
Item | Total

5.5 would give me a sense of 'Cl 4 4|4 ] 4]3]10 - _
accomplishment. Rl 4|4 4 4| 4] 10 . B%V;?;zgjn?p;\lliihnr:weeitsense
Iltems — Behavioral Beliefs 5SS | 4|4 3 4 | 4 1.0 1.0 '
6 Control Beliefs

Over the next two
6.1 Having knowledge would 'Cl 44 4 413110 B \f’\::?;rss, \t\t]oeu];g"ge\:\gggrln
make it easier for me to adhere adherence to safe er}/g
to safg drug administration administration behaviors
behaviors... ‘R | 4|4 4 | 4 4 10| - | (doingall5rights’):

My knowledge level
6.2 Attending regular training tc| 4| 4| 4 4 | 4110 } My participation in
sessions would make it easier previous periodic training
for me to adhere to safe drug s .
administration behaviors. R4 |4 4 414 1.0 ) Sessions
6.3 Having professional
experience would make iteasier | 'C | 4 | 4 | 4 | 4 | 3 | 10 -
for me to adhere to safe drug My level of professional
administration behaviors (doing experience
all 5 “rights”) over the next two R| 4 14| 4 |4 | 4|10 -
weeks.
§.4 Supporting the safety cultgre tcl| 4|2 2 43|06 _ The institution’s support
in the workplace would make it for the safety culture in
easier f°r.m.e to ?dhere to.safe IR| 4 | 4 4 4 | 4 1.0 - my work environment
drug administration behaviors...
6.5 Insufficient Nursing staffing ic| 4| 4] 4 413110 - | Appropriate Nursing
would hinder my adherence staffing in mv work
to safe drug administration R 4|4 a 4 a4l 10 envirosr;\menty
behaviors... ' )
6.6 Resistance to changes in tc| 2|2 4 4 2 | 04 _
the work routine would hinder Being open to changes in
my adherence to safe drug (R 4| 3| 4 4 13|10 ) the work routine
administration behaviors... '

Over the next two
6.7 Noise in the medication tcl 44| 4| 4] 2] 08 - | weeks, the following
preparation room would hinder factors would hinder my
my adherence to safe drug adherence to safe drug
administration behaviors (doing administration behaviors
all 5 “rights”) over the next two R | 4|4 4 413110 ) (doing all 5 “rights”):

weeks.

Noise in the medication
preparation environment
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Chart 2 - Cont.

Items ‘P |E1|E2| E3 | E4 | E5 I(t:;,rln 1(_; \:Ia-l Consensus version
6.8 Absen_ce of an exgluswe place Cl 4| 4] 4 4 208 _ Absence of an exclusive
for preparing medications would .
hinder my adherence to safe dru area for preparing
Srmy @ . 9/R| 44| 4|4]3|10]| - | medications.
administration behaviors...
6.9 Work overload would hinder IC| 4|4 4 4 | 4|10 -
my adherence to safe drug : Work overload
administration behaviors... R4 144 414110 )
6.10 Performing too many R
activities at the same time would Cl4 /3 4 41310 B Performing several
hinder my adherence to adhere activities at the same
to safe drug administration tR1 43| 4| 4| 4 1 . |time
behaviors...
Items — Control Beliefs 5SS | 43| 4 4 | 4 1 1.0
7 Normative Beliefs
7.1 Most of the patients think ‘C| 4 3|4 |4 |4]10 -
that | should adhere to safe drug . Unchanged
administration behaviors... R4 |34 41410 )
7.2 Most of the patients’ relatives ‘C| 4 ]3] 4 4 | 4 110 -
would expect me to adhere to safe . Unchanged
drug administration behaviors... Ri4]3)4]4)14)10 )
7.3 My immediate manager and/ tc| 4|3 4 4 | 4|10 _
or supervisors would expect me to ' Unchanaed
adhere to safe drug administration ‘R 4|3 4 41 4 10 ) 9
behaviors... '
7.4 All Nursing professionalsthink | tc | 4 | 3 | 4 | 4 | 4 | 1.0 -
that | should adhere to safe drug Unchanged
administration behaviors... R4 3|44 4|10 -
7.5 Adhering to safe drug 1C 4 4 4 4 3 1.0 _
administration behaviors (doing all
e » Excluded

5 “rights”) over the next two weeks R 2| 4| 4 4| 4 08 )
would mean doing the right thing. '

Adhering to safe drug
7.6 Adhering to safe drug 1C|l 4|4 4| 4| 410 .| administration behaviors
administration behaviors (doing all (doing all 5 “rights”) over
5 “rights”) over the next two weeks the next two weeks:
would mean acting in accordance 8.1...would mean acting
with professional ethics. ‘R| 2|44 | 4|3 |08 - | in accordance with

professional ethics
7.7 Adhering to the safe drug +
administration behaviors (doing all Claja)4]4]4]10 "~ | 8.2...is Nursing
5 “rights”) over the next two weeks . professionals’ duty.
is Nursing professionals’ duty. R 2|44 413 08 B
7.8 Adhering to safe drug
administration behaviors (doing fCl4 1414 414110 ) 8.3 ...is Nursing
all 5 “rights”) over the next two professionals’
weeks is Nursing professionals’ tR| 44| 4 2| 3|08 . | responsibility.
responsibility.
Items — Normative Beliefs 5S|4 |3 | 4 2|4 )08 |10

*P: Property; 'C = Comprehension; R = Relevance; S = Scope.
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After the evaluation stage by the experts’ committee, the preliminary version of 5R-MEDSAFE
consisted of 46 items, distributed as follows: Behavior (items 1 and 2); Intention (3,4,5,6, 7 and 8) —
6 items; Attitude (9.1 to 9.7) — 7 items; Perceived Norm (10,11,12, 13 and 14) — 5 items; Perceived
Behavior Control (15,16,17, 18 and 19) — 5 items; Behavioral Beliefs (20. 1 to 20.4) — 4 items, with
item 20.3 having a reverse score; Control Beliefs (21.1 to 22.4) — 10 items; Normative Beliefs (23,24,
25 and 26) — 4 items; and Moral Norm Beliefs (27.1 to 27.5) — 5 items.

5R-MEDSAFE pre-test results: cognitive interviews

Fourteen Nursing professionals took part in the instrument pre-test stage by means of cognitive
interviews, nine of them nurses and five nursing technicians, who made a few suggestions about the
wording of some items, which were incorporated into the final version of the instrument.

Although the subjective measurement of behaviors and the answer scale reached CVI=1.0in
the pre-test, the cognitive interviews showed that most of the interviewees felt that using percentage
bands hindered their answers. It was therefore decided to change the answer scale to: “Rarely or
never; Less than half of the times; Half of the times; More than half of the times; Frequently or always”.

DISCUSSION

The creation and content validation of the instrument proposed in this article reveal the complexity
of carrying out the stages that make up a methodological study. This complexity is reflected in the
stages that are conducted, which cohere as they are performed. Creation and validation processes
complement each other in terms of what they aim at achieving and of what they measure'-'°. The
content validity of this instrument indicates that it measures what is intended to, considering the
study objective®.

It was possible to list the salient modal beliefs for creating the instrument from renowned
experts in the field, which conferred security and rigor both to the interview script and to the instrument
itself. This possibility of a rapprochement between experts from different realities (Brazil and Canada)
indicates that it is possible that the beliefs surveyed are similar in both realities.

The CVI calculated in both stages evidenced good balance among the experts, which allowed
for minor adjustments and consensus between the researchers. The CVI is a safe and reliable
quantitative analysis, even though it is measured based on a subjective analysis by a specialist with
expertise in the area under study and remarkable knowledge about the topic'.

As for the items assessing the direct psychosocial factors of behaviors, the experts made
suggestions for the wording and reorganization of the Moral Norm items, which were incorporated
into the group of items in the Professional Norm domain. As behavior involves the work context, it
was decided to keep the items grouped under Professional Norm, which includes the values and
principles of the profession’. Another study also observed that subjective norms, personal norms or
norm beliefs are important factors in determining nurses’ intention to adhere to universal venipuncture
precautions?'. In view of this, it is possible that the values of the profession are the most important
determinants for the performance of health behaviors by workers.
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The beliefs were grouped according to the TPB constructs. In the Behavioral beliefs group,
the participants’ perception regarding patient safety as a reason for adhering to the behaviors stands
out. Some studies evidence that people have greater intention or adhere to a given behavior when
they believe that there will be positive consequences if they adopt it*'?223. This can also justify the
belief in doing the right thing.

In relation to the control beliefs, it is verified that items related to infrastructure and staffing
adequate to the job demands, as well as space for training sessions, support from the institution and
professional experience, emerged as important elements for adherence to the behaviors. These aspects
are also similar to a study that assessed adherence to hand hygiene, in which the participants also
indicated organizational culture, structure and supervision as important variables for carrying out the
behaviors?*. These results indicate the importance of the institution’s support in relation to the feeling
of control over a given behavior. Thus, initiatives that seek the participation of supervisors, bosses or
managers in the discussion of improvements in the work environment and the engagement of all those
involved are fundamental to adherence to safe drug administration behaviors?'. One study identified
that improvements in the work environment are also positive for the notification of incidents? which can
also be positive for improving adherence to safety protocols, especially for safe drug administration

Concern about the evaluation of patients and their families, supervisors and managers, as
well as coworkers, was a belief that prevailed in the Normative beliefs group. Some authors assert
that, by themselves, behaviors related to adherence to care protocols already carry along a strong
appeal from subjective norms?. This may explain the appeal experienced by Nursing professionals
in complying with standardized routines.

In relation to the items in the instrument for assessing beliefs in a global way, it was observed
that there were no differences among the participants in the pre-test. Therefore, the beliefs listed in
the instrument are present at both institutions in different Brazilian regions. Although the beliefs were
not assessed in this article, this pre-test result suggests that the instrument may be used in other
regions of the country. Although there may be differences in the training and work panorama between
the South and Southeast regions, as indicated by a document that outlined the profile of Brazilian
Nursing?, the beliefs related to the behaviors under study seem to be similar in these contexts.

This initial finding from the pre-test allows reflecting on how positive the instrument might be in
assessing the direct and indirect psychosocial factors of workers’ behaviors associated with adherence
to the safe drug administration protocol in terms of the 5Rs. Thus, if the items listed in 5SR-MEDSAFE
are common and present in different realities, it is possible that the proposals for improving safe care
by preventing incidents in drug administration can also be shared. This aspect reinforces the need
and importance of studying these behaviors among Nursing workers.

The study limitations include the fact that it was carried out during the COVID-19 pandemic,
which made it difficult to sensitize workers to take part in the research. This resulted in a small sample.
However, other studies can be carried out with larger samples and, consequently, other analyses
using SR-MEDSAFE can be conducted.
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CONCLUSION

The results obtained in this creation and content validation study of the 5R-MEDSAFE instrument

indicated that the tool presented diverse content validity evidence. Its application can be useful in
different contexts as a way of assessing adherence to these behaviors among Nursing workers. This
will make it possible to identify which elements of the behaviors are amenable to intervention, as well
as to implement the most appropriate intervention, according to the TPB constructs.
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