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ABSTRACT

Purpose: To prepare and validate the content of a checklist in order to assure the safety for outpatient surgical procedures.
Method: Methodological research, performed between May and December 2018, as per three stages: 1) preparation of the checklist;
2) validation of content by five judges; and 3) preliminary testing of the instrument. The concord, among the judges, was measured
by the Content Validity Index and the values over 0.9 were considered as being satisfactory.

Results: Initially the instrument was prepared having 58 items, considering the heading and six topics. In the first round, two topics
and 27 items had an index below 0.9. After reformulations, in the second round, only two items had values below 0.9 and, in the
third, all items reached an index of 1.0. Along the preliminary testing, modifications were realized. The final version it has 43 items,
distributed as per five topics.

Conclusion: The“Checklist for Safe Surgery regarding Ambulatory Surgical Procedures” was prepared and its contents were validated.
Keywords: Patient safety. Validation studies. Checklist. Ambulatory surgical procedures.

RESUMO

Objetivos: Construir e validar o contetido de um checklist de verificacdo de sequranga especifico para procedimentos cirtirgicos
ambulatoriais.

Método: Pesquisa metodoldgica, realizada entre maio e dezembro de 2018, em trés etapas: 1) construgdo do checklist; 2) validacao
do contetido por cinco juizes e 3) pré-teste do instrumento. A concordancia entre os juizes foi mensurada pelo Indice de Validade de
Contetido e valores acima de 0,9 foram considerados satisfatdrios.

Resultados: Inicialmente 58 itens foram distribuidos entre o cabecalho e seis t6picos. Na primeira rodada, dois tépicos e 27 itens
obtiveram indice inferior a 0,9. Apds reformulacdes, na sequnda rodada, somente dois itens obtiveram valores inferiores a 0,9 e, na
terceira, todos os itens alcancaram indice de 1,0. No pré-teste, outras pequenas alteracdes foram realizadas. A versdo final possui 43
itens, distribuidos em cinco t6picos.

Conclusdo: 0“Checklist de Cirurgia Sequra para Procedimento Ambulatorial” foi construido e teve o seu contedido validado.
Palavras-chave: Sequranca do paciente. Estudos de validacdo. Lista de checagem. Procedimentos cirdrgicos ambulatdrios.

RESUMEN

Objetivo: Flaborar y validar el contenido de una checkfist para garantizar la sequridad en la realizacion de intervenciones quirdirgicas
en enfermerfa.

Método: Pesquisa metodoldgica, realizada entre mayo y diciembre de 2018, en tres etapas: 1) elaboracion de la checklist;
2) validacién de contenido por cinco jueces; y 3) comprobacién preliminar del instrumento. La concordancia entre los jueces fue
medida por el indice de Validez de Contenido y valores superiores a 0,9 fueron considerados satisfactorios.

Resultados: Inicialmente se distribuyeron 58 items entre el encabezado y seis temas. En la primera ronda, dos temas y 27 items
tenfan un fndice inferior a 0.9. Después de las reformulaciones, en la sequnda ronda, solo dos ftems tenian valores inferiores a 0.9y,
en la tercera, todos los items alcanzaron un indice de 1.0. En la comprobacidn preliminar, se hicieron modificaciones. La version final
tiene 43 ftems, distribuidos en cinco temas.

Conclusion: La“Checklist de Cirugia Sequra para Intervencién Quirdrgica en Enfermeria”fue elaborada y tuvo su contenido validado.
Palabras clave: Sequridad del paciente. Estudios de validacion. Lista de verificacién. Procedimientos quirtirgicos ambulatérios.
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Bl INTRODUCTION

In 1999, the United States Institute of Medicine (IOM)
published the report“To err is human’, in which it revealed
that there are from 44,000 to 98,000 deaths every year due
to errors committed in hospital healthcare®™. These results
motivated a worldwide movement according to which pa-
tient safety should be treated as a fundamental principle of
all health systems®.

As aresult, in 2004, the World Health Organization (WHO)
published the World Alliance for Patient Safety, which has six
priority strategies: the correct identification of the patient;
improvements in the effective communication between
health professionals; improvements in the elaboration of
prescriptions, the dispensing and administration of medica-
tions; hand hygiene; evaluation of patients regarding their
risk of falling, pressure lesions, as well as safety in surgeries,
including measures related to verifying the correct patient,
pre-operative evaluations, hospitalizations, correct surgical
sites, and preparing for adequate post-operative care®.

The "Safe Surgeries Save Lives” program, a detailed pro-
posal by the WHO in 2008, includes ten essential objectives
for surgeries that involve checking whether the patient and
the site of the surgery are the correct ones, whether the
team is prepared to prevent damages that may result from
the administration of anesthetic medication, as well as for
airway management, blood loss, infections, compression ban-
dage and/or instrument retention, and transferal of surgical
specimens, as well as checking if effective communication
should be implemented®?.

The program presents verification lists and checklists to
verify whether these objectives are being met. These aid in
the verification of essential elements related to the safety of
the patient during the realization of a surgical procedure. The
checklist proposed by the WHO is divided in three topics: 1.
Sign in; 2. Time out; and 3. Sign out.

Due to these national and international discussions,
the Brazilian Ministry of Health instituted, in 2013, the Na-
tional Program for Patient Safety (PNSP), which aimed at
contributing to qualify healthcare in all health institutions in
national territory. Among its strategies, are the elaboration
and support to the implementation of protocols, and patient
safety manuals and guidelines, exemplified by the Surgical
Safety Verification List®.

Studies have shown that, despite the barriers posed by
professionals for the implementations of checklists, they sig-
nificantly increased the odds of patients receiving adequate
surgical treatment®, However, considering the worldwide
estimates that one in every 25 people will undergo surgi-
cal treatments that can lead to serious complications, the
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relevance becomes clear of implementing verification lists
to minimize these avoidable situations"”.

However, it should be highlighted that existing Verifi-
cation Lists do not attend to the specificities of outpatient
surgical procedures, which are carried out using any type
of anesthesia and require no hospitalization, allowing the
patient to be back home in, at most, 24 hours®.

The number of outpatient surgeries has been growing
due to the invention of new anesthetic methods and the
numerous benefits brought by them, such as minimum
changes in the patients’ routine, diminished risk of hospital
infections, less physical disability, faster return to daily life
activities, diminution in morbidity and mortality rates, increa-
sed availability of hospital beds, and lower prices®. That is
why specific checklists for procedures in these environments
is essential, and they should be available to guarantee the
safety of the patient®9,

Studies have shown that the use of checklists in the
surgical environment allows for positive results for the
patients, professionals and institutions, such as: diminu-
tion of complications and mortality, improvements in the
communication between health professionals, teamwork,
and cost reduction®'-12),

Therefore, and considering that the implementation of
the checklists for safe surgeries should be adapted to each
service, depending on its complexity, and that the WHO
checklist does not include questions specific to outpatient
procedures, such as criteria for admitting patients, conducting
the procedure, and discharging patients®, the question that
guided this research was: are there validated instruments
to verify the safety of patients who undergo outpatient
surgical procedures?

Due to the absence in literature of specific checklists for
the context being studied, this study aimed to elaborate
and validate the contents of a specific checklist to verify the
safety of outpatient surgical procedures.

B METHOD

Methodological research, with a mixed-method approa-
ch, developed from May to December 2018 in three stages.
In the first stage, the checklist was elaborated based on
the WHO instrument and on the scientific literature on the
subject®®,

In the second stage, the contents of the instrument were
submitted to the evaluation of a group of judges. Authors
recommended this group to be made of, at least, five people
with clinical experience, publications and experience on the
theme, and knowledge about the conceptual structure being
addressed!?. The validity of the content makes it possible to
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examine how much each item in an evaluation instrument
is relevant and representative of the theme being studied,
its response options and the instructions provided3-4,

For the content validation stage, the judges were selected
in a non-probabilistic manner, according to the following
inclusion criteria: having theoretical, practical and/or research
experience in surgical centers and/or patient safety. The
study excluded those who took more than 30 days to send
back the materials with the answers.

Each judge received, through e-mail, the Consent Form
to Participate in the Research, the instructions to evaluate
the validity of the content, and the checklist. The analysis of
the judges and the clarity and pertinence of the topics was
carried out using the Delphi technique, through a Likert scale
with four points, being them: one (the item is not relevant
or not representative), two (the item needs large revisions
to become relevant or representative), three (the item needs
minor revisions to become relevant or representative), and
four (the item is relevant and representative)®. When op-
tions one or two were chosen, the judges should suggest
changes or the exclusion of the items!',

After the evaluation of judges, in each round, the answers
were tabulated in the software Microsoft Excel for Windows®
and the Content Validity Index (CVI) was calculated, to verify
the percentage of agreement between the judges with
regards to the content being evaluated. To evaluate the
agreement, the answers three and four attributed by the
judges to each topic/item were added up and divided by the
total number of responses. When the agreement between
the judges was below 0.9, the item was reformulated by
the researchers, based on the suggestions presented, and
then sent again to the group for another evaluation, until
a consensus was reached™, Three rounds were needed
to reach the final version of the checklist. In addition to
this quantitative stage, all suggestions or comments were
analyzed to improve the clarity of the items/topics evaluated.

After validation from the group of judges, the instrument
was submitted to the third stage: the pre-test. The sample
was defined by the availability and participation acceptance
of nursing professionals working in the Outpatient Surgi-
cal Center in a public teaching hospital in Campinas, Sao
Paulo, Brazil. All those who offered direct assistance to the
patient and were present during the data collection period
were included. Those who were on vacation and/or leave
were excluded.

This stage aimed to verify whether the items in the
checklist were understood by the population who would use
them. The suggestions of the participants were also analyzed
to make the instrument even easier to understand. At the
end of this stage, there were alterations in the instruments

that the researchers thought were important, and, therefore,
the judges from the previous stage were again contacted.
Only three of them accepted examining the new version,

The study was submitted to the appreciation of and
approved by the Research Ethics Committee of the Univer-
sity of Campinas, and its execution was authorized under
protocol No. 2.482.722, according to Resolution 466/12. It
followed all ethical principles for clinical researches involving
human beings.

B RESULTS

The instrument, at first, was elaborated following the
processes carried out in the Outpatient Surgical Centers,
as were the essential objectives for surgical safety, and was
made up of items distributed between the Heading (seven
items) and six topics: Reception (seven items); Preparation
room (eight items); Medical evaluation (five items); Before
anesthesia and sterile field distribution (thirteen items); Before
leaving the operating room (eight items); and Before leaving
the surgical center (ten items).

The heading includes the identification of the patient, the
date, the time, and the procedures proposed. The Reception
topic included items such as the presence of a document
with photo, medical records, tags, identification bracelets,
and signed consent forms. In the Preparation room part,
the questions involved the existence of allergies and the
confirmation of the patient with regards to the procedure,
the surgical site/side of the surgery, and their vital signs.

In the Medical evaluation, the items to be checked involve
marking the correct side, the presence of exams, the type of
anesthesia, and the existence of pre-anesthetic evaluations.
The topic Before anesthesia and field distribution included
items such as the representation of the team, the confir-
mation of the procedure and the surgical site, checking
whether the equipment is working and the expiration dates
of materials.

The topic Before leaving the operating room includes
questions such as sending specimens to anatomical patho-
logy, instrument counting, compress bandage and needles
need to be checked. Finally, Before leaving the surgical center
evaluates items such as the referral of the patient and the
presence of medical prescriptions, sick notes, summary, and
discharge guidance should.

Nine judges were invited to the validation stage, but
only five accepted participating in this research. Three were
PhD in the field of medical-surgical nursing and Professor
in a state university; one was a PhD in health sciences and
the current coordinator of the center for Patient Safety in a
large public hospital; and one was the nursing supervisor of
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the surgical center of the same hospital. Three rounds were
needed for all items/topics to reach a CVI above 0.9. The
judges took, on average, 17 days to answer in each round.

In the first round, the judges evaluated all topics and
items, suggested the addition of seven extra items and an
alteration in the order in which the items were presented.
In the possible answers to the question “Does the patient
inform the side”the options“left”"and “right” were excluded,
and only the options “Yes’,“No’, and “N/A" (does not apply)
were maintained. The question “Does the patient inform
which surgery will be carried out?” was added, with the
options “No’,“Yes’, and the field “Specify”.

Also, in this round, some items underwent changes in the
scale of answers, since they reached CVIs below the values
stipulated. As an example, in addition to the options “female”
and "male” “not informed” was added to the field “sex”.

In four items, such as the removal of prosthesis and or-
naments, the counting of compress bandage and needles,
and the delivery of discharge summaries, the option “N/A"
was added as a response. In the item “Origin’, the following
response options were added in the second round: “residen-
¢y’ "nursing ward’, and “bed”.

Table 1 shows the topics Reception and Medical Evalua-
tion and 27 items that did not meet the minimum 90%
agreement, and, as a result, were changed after a descriptive
analysis of the suggestions of the judges.

After reformulations, the topic “Reception” was chan-
ged into"Patient admission”and the topics "Medical evalua-
tion” and “Before anesthesia and distribution of sterile
fields” were grouped and renamed as “Before the start of
the surgery/procedure”.

The 27 items were also reformulated according to the
suggestion of the judges. Among them, only two did not
reach the CVI determined in the second round: “Are iden-
tification tags present and correct?” and “Were prostheses
and ornaments given to the person accompanying the
patient?” As a result, these were reformulated again and, in
the third round, these three items were divided into three:
“Are identification tags present?’, “Are identification tags
correct?’, and‘If yes, were prostheses and ornaments given
to the person accompanying the patient?”

Therefore, after the three rounds were carried out, the
version of the instrument for the pre-test was obtained. It
was made up of items distributed in five topics: Heading
(11 items); Patient admission (8 items); Preparation room (10
items); Before the start of the surgery/procedure (15 items);
Before leaving the operating room (11 items); and Before
leaving the surgical center (9 items).

In this stage, 17 nurses participated (70.8% of the popula-
tion) and suggested many changes in the instrument, which

q
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included: a) formatting (sequential numbering of items);
b) the exclusion of some words, such as changing “Does
the patient have a photo ID?"into “Is a photo ID present?”;
) transforming three items in one item with subdivisions:
“Does the team verbally confirm the name of the patient,
the procedure, and the site”; d) changes in the topic in which
items were initially inserted, such as the items that address
the presence of exams, pre-anesthetic visits, and skin lesions,
which were transferred from the topic Before the start of the
surgery/procedure to the topic Preparation room; and e)
exclusion of the item about clinical parameters.

The change in this last item, which was considered by
the researchers an important change in the contents of the
instrument, led to another evaluation by the three judges
who participated in the second stage of the study, and ac-
cepted verifying the instrument again. The justification given
by the participants in the pre-test for the exclusion was that
these parameters are generally already in the trans-operative
form, and writing them down again would be nothing but
repeated work. The judges accepted the suggestion and, as
a result, the item was excluded from the last version.

Therefore, the final version was made up of 43 items,
distributed in five topics: eleven in the Heading, eight in
Patient admission, ten in Before the start of the surgery/
procedure, eight in Before leaving the operating room, and
six in Before leaving the surgical center (Appendix 1).

H DISCUSSION

Considering that surgical procedures expose the pa-
tient to risks, the implementation of checklists significantly
contributes to avoid adverse events related to healthcare®.

Authors highlight that elaborating and validating ins-
truments is a complex process, and recommend that this
elaboration should only be carried out when no instrument is
available that can attend to the needs of the services and/or
researchers!'. Therefore, even considering how complex this
process is, the authors of this article thought it was essential
to create a checklist, considering that the one proposed by
the WHO is not entirely adequate for application to patients
who are to undergo outpatient surgical procedures, since
most of these patients are not hospitalized at the end of the
procedure, going back to their homes instead.

After the checklist for outpatient surgical procedures was
created, the validation of content was an important stage.
At this point, there was a verification to see whether the
instrument really measured what it aimed at measuring.
That is why the recommendation of choosing experts to be
the judges was followed, contributing for the evaluation of
the relevance and representativity of the items.
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Table 1 - Topics and items of the checklist whose Content Validity Index score was below 0.9 in the first round, in the eva-
luation of the judges. Campinas, 2018

Items/Topics CVI*
Topics
Reception 0.8
Medical evaluation 0.8
Items
Specialty 0.8
Proposed surgery 0.8
Time 0.8
Does the patient have a photo ID including name and birth date? 0.8
Are patient tags present? 0.8
|dentification bracelet (with at least two identification elements)? 0.8
Signed surgical consent? 0.8
Does the patient confirm their name and date of birth is right in the records and tags? 038
Does the patient inform what surgery is to be conducted? 0.8
Does the patient inform where the site of surgery is? 038
Does the patient have known allergies? 0.8
Is the patient fasting? 0.8
Are dental prostheses, intimate clothing, ornaments, and others delivered to the person accompanying 08
the patient?
Vital signs 038
Signed pre-anesthetic visit 0.8
Does the patient confirm the name and birth date as it is in the records and tags? 038
Does the team confirm which surgery is to be carried out? 0.8
Does the team confirm the side of the surgical site? 038
Functioning monitoring? 0.8
Do signs confirm that the materials were correctly sterilized? 038
Anatomical pathology? 0.8
Specimens sent to freeze? 0.8
Identification and tracking of consigned materials (prostheses, clamps, expanders, and others)? 0.8
In the opening of the cage 0.6
Before closing 0.8
After the surgical team leaves 0.6
Signature 0.8

Source: research data, 2018.
*(VI= Content Validity Index
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The electronic data collection in this stage was a positive
point, since it is extremely difficult to schedule a date that
is appropriate for all judges, although we do believe that
in-person meetings could lead to deeper reflections and
contributions. However, this strategy was also used by a
research that aimed to elaborate, evaluate, and validate a
checklist for surgical safety for the pre- and post-operative
stages of surgical hospitalization units. In it, eight judges
evaluated the materials using the Delphi technique online®,

Considering that the number of judges recommended
by literature participated in the study, and that the minimum
agreement recommended between the experts should be
0.8 or higher, the authors opted for a stricter rule to define
acceptable CVls, adopting values above 0.9. That was done
to better guarantee the relevance and representativity of
the contents of each item/.

The participation of researchers, professors, and pro-
fessionals from the assistance highly contributed for the
improvement of the instrument, making the items clearer.
Separating single questions into several ones made it so
there were no two questions in a single item, which could
prejudice the choice of answers by the target population.

Detailing some items contributes for the professionals
to have no difficulties in their interpretation, which was
made clear by the absence of comments from the pre-test
participants. Regarding the patients, the suggestions of the
judges also contributed. They led to the replacement of
the expression “surgical site” by “place where the surgery/
procedure will happen’, which also led to no questions in the
pre-test. In general, as it happened in some previous studies,
the judges suggested more changes in the way in which the
items were presented than in the content of said items9,

The topic “Before leaving the surgical center”includes
items on following guidance before discharge, delivering
surgical reports, among other points. A research has reiterated
the need of informing patients on these data, considering
the current context of population aging and the presence
of multiple morbidities. Therefore, addressing these items
before discharge would contribute for the safety of patients,
as they would have received information on the plans, and
additional signs and symptoms to be observed, as well as
on how and when they should seek professional help""”.

The judges asked for the inclusion of the response option
‘does not apply” (N/A) in many questions because most sur-
geries carried out in outpatient units do not require opening
compress bandage, and in some cases, do not even require
the opening of surgical cavities. Researchers state that the
nurse, as the manager of the surgical center, is a key piece of
the team involved in perioperative assistance®, and therefore,
the item was kept, meaning that, if compress bandages are
used, the safety of the patient will not be compromised.

Rev Gatcha Enferm. 2020;41:220190321

Unlike the checklist from the WHO®, at the end of each
topic a field was inserted for the identification and registra-
tion of the professionals. That was done because different
professionals accompany the patients from the reception
until they are discharged, be it in elective and emergency
surgical centers or in outpatient ones®.

As highlighted by authors, pre-tests are extremely im-
portant to verify whether the population that will answer
the instrument considers it understandablet. Therefore, the
considerations made by the professionals who participated
in this stage also contributed to improve the instrument.

It should be highlighted that the results from a Spanish
study carried out with 105 nurses from the surgical field and
150 patients operated in a tertiary hospital showed an asso-
ciation between the number of adverse events in patients
and nurses who were dissatisfied and less committed to their
work"®, Therefore, when elaborating research instruments
to be used in services, it is important for researchers to get
closer to the final users of the instrument, which is done in
the pre-test stage and in the implantation of the final version.

Reallocating some items in different topics from the ones
where they were initially followed the logic of healthcare that
patients who undergo outpatient surgical procedures need
in practice. This is in accordance to the needs of professionals
who apply these instruments to practical settings, since
these are often not thought in accordance to the dynamic
of the services®. In addition, the layout of an instrument
collaborates for its greater acceptability and usability”.

Instruments that work as barriers against adverse events
are paramount, but authors have highlighted that their
implementation alone does not guarantee changes in the
results’™. A study carried out to measure the adherence to
the objectives of the program Safe Surgeries Save Lives in
Brazilian surgical centers found that, from the perspective of
nurses, it is adequate, but there are still events that should
never happen (never events). In the case of this study, ob-
jectives nine (Effectively communicating and exchanging
critical information to safely carry out operations) and ten
(The hospital and the public health systems establish routine
surveillance on the capacity, volume, and surgical results)
presented the lowest agreement values between nurses,
with respective results of 81.4% and 68.2%. This makes it clear
that, both in the level of the teams and in an institutional
level, communication problems are frequent!®.

As a result, the development of a culture of institutional
safety based on planning and continued strategies and
evaluations is essential. Additionally, adequate training and
guidance for the team with regards to the completion of
the checklist, valuing the importance of the instrument,
and effective communication between professionals are
required for the quality of the assistance to be guaranteed"®.
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Bl CONCLUSION

The instrument called “Checklist for Safe Surgeries for Ou-
tpatient Procedures”was created and its content was validated
by judges. In this study, the checklist did not go through clinical
validation, limitation that may lead to future researches. Other
studies can be carried out aiming at verifying the barriers and/
or challenges in the implementation of the instrument in ou-
tpatient surgical procedures, the adherence of professionals
to the checklists, and the results met after its implementation.

Making the Checklist for Safe Surgeries for Outpatient
Procedures available for the scientific community will allow
managers to improve communication between professio-
nals, which will in turn contribute to minimize the number
of adverse events, diminish costs, and guarantee the safety
and the quality of assistance offered to the patient.
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