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ABSTRACT
Objective: to identify scientific production about validation methods of nursing care 
protocols. Method: an integrative review with search at Scielo, Pubmed/MEDLINE, Virtual 
Health Library, Web of Science, Scopus, and EBSCOhost. The descriptors “validation studies”, 
“validation studies as topic”, “protocols”, “clinical protocols”, “practice guidelines as topic”, 
“nursing” and “nursing assessment” and the uncontrolled descriptor “validation” were used. 
Results: thirty-two articles were selected, most of them Brazilian. Content validation by experts 
was the most frequent method, with no consensus on the number of participants for the 
process. The collection instruments were mostly created by the authors. Data analysis was 
performed using descriptive statistics and Content Validity Index, with a variable consensus 
rate in the analyzed articles. Conclusion: protocols validated by experts are robust tools for 
use in clinical practice, with methodological rigor in development essential for its quality. 
Descriptors: Validation Studies; Consensus; Practice Guidelines; Methods; Nursing.

RESUMO
Objetivo: identificar a produção científica acerca dos métodos de validação de protocolos 
assistenciais de enfermagem. Método: revisão integrativa, com busca nas bases de dados 
Scielo, PubMed/MEDLINE, Biblioteca Virtual em Saúde, Web of Science, Scopus e EBSCOhost, 
utilizando os descritores validation studies, validation studies as topic, protocols, clinical protocols, 
practice guidelines as topic, nursing e nursing assessment e o descritor não controlado validation. 
Resultados: foram selecionados 32 artigos, sendo a maioria brasileiros. A validação de 
conteúdo por especialistas foi o método mais frequente, sem consenso sobre o número de 
participantes para o processo. Os instrumentos de coleta foram majoritariamente elaborados 
pelos autores. A análise dos dados foi realizada por estatística descritiva e Índice de Validade de 
Conteúdo, com taxa de concordância variável nos artigos analisados. Conclusão: protocolos 
validados por especialistas constituem ferramentas robustas para o uso na prática clínica, 
sendo o rigor metodológico no desenvolvimento imprescindível para a qualidade do mesmo. 
Descritores: Estudos de Validação; Consenso; Protocolos; Métodos; Enfermagem.

RESUMEN
Objetivo: identificar la producción científica sobre los métodos de validación de los protocolos 
de atención de enfermería. Método: revisión integradora, búsqueda en las bases de datos 
Scielo, PubMed/MEDLINE, Biblioteca Virtual en Salud, Web of Science, Scopus y EBSCOhost, 
utilizando los descriptores validation studies, validation studies as topic, protocols, clinical 
protocols, practice guidelines as topic, nursing e nursing assessment y el descriptor no 
controlado validation. Resultados: se seleccionaron 32 artículos, la mayoría de ellos brasileños. 
La validación del contenido por expertos fue el método más frecuente, sin consenso sobre el 
número de participantes para el proceso. Los instrumentos de colección fueron elaborados 
principalmente por los autores. El análisis de datos se realizó utilizando estadísticas descriptivas 
e índice de validez de contenido, con una tasa de acuerdo variable en los artículos analizados. 
Conclusión: los protocolos validados por especialistas son herramientas robustas para su 
uso en la práctica clínica, y el rigor metodológico en el desarrollo es esencial para su calidad.
Descriptores: Estudios de Validación; Consenso; Protocolos; Métodos; Enfermería. 
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INTRODUCTION

Evidence-based practice (EBP), from the medical field, has 
become a multidisciplinary approach to decision making in 
clinical practice worldwide and for all health professions with a 
view to identifying knowledge gaps and best available practice. 
The classic definition of EBP refers to the conscious, explicit and 
judicious use of the best current evidence to make decisions 
about the individual care of each patient(1). 

Nursing, in this context, has been working to incorporate the 
evidence into its praxis, evolving from empirical work to a care 
centered on the needs of patients, combined with data available in 
nursing literature. Florence Nightingale was considered by many 
authors to be the pioneer of evidence-based nursing, given that 
the observations available in her studies at the time were based 
on epidemiological data and her experiments(2). 

Nursing is globally recognized as central to the process of 
implementing EBP, considering that it consists of the largest health 
workforce(1). In Brazil, data obtained from the Federal Nursing 
Council (Conselho Federal de Enfermagem) 2020 page indicate 
2,222,056 nursing professionals, including nurses, technicians, 
assistants and midwives, working in different spheres of health care. 

Currently, nursing research has sought ways to enable the 
incorporation of evidence into practice, mainly through instru-
ments that facilitate the work of nurses and their staff. Assistance 
protocols are examples of such instruments. They are built based 
on the best available evidence, according to the local reality, the 
experience of professionals and the preference of customers(3). 

Protocols aim to provide adequate care efficiently, ensuring 
effectiveness for the clinical situation, and causing more benefits 
than harm(1). Furthermore, assistance protocols aim to facilitate 
decision making, describing a specific situation of care with details 
and operational specifications. In this way, they bring greater 
security to the team; reducing stock variability; facilitating the 
incorporation of new technologies and rational use of resources; 
allowing the monitoring of process and results indicators; and 
contributing to maintenance of services and assessment of the 
quality and safety of care(3–5).

Considering that protocols constitute a foundation for pro-
fessional conduct, their construction must be carried out with 
methodological rigor in order to guarantee its credibility and 
legitimacy. To this end, validation is recommended, which as-
sesses whether the content of protocols achieves the proposed 
objectives(6–8). Validation is widely used in nursing literature; how-
ever, there is no consensus on the best method to be used(7) and 
how it should be structured. Content validation occurs through 
instrument creation and assessment by experts (or judges), so 
that consensus methods among experts vary among themselves, 
as will be elucidated in this research. 

Therefore, there was an interest in investigating which meth-
ods are used to validate nursing care protocols in national and 
international literature in the last five years and also how they 
are conducted. The objective is to present the scientific produc-
tion on the subject to assist in decision making in choosing the 
most appropriate validation method for the creation of nursing 
care protocols.

OBJECTIVE

To identify scientific production about validation methods of 
nursing care protocols. 

METHOD

Ethical aspects

This is a literature review using materials available in online 
databases, in line with ethical research principles.

Study design

It is an integrative review, a method whose main objective is 
the gathering and synthesis of results on the topic, presenting the 
state of the art and enhancing the construction of knowledge to 
enable incorporating evidence in clinical practice(9–11). Integrative 
review differs from meta-analysis and systematic review, as it 
allows the inclusion of research of different methods, seeking a 
broader knowledge of nursing literature to know and understand 
the phenomenon studied(9). 

The research was structured in six stages: 1) identification of 
the theme and definition of the research question; 2) search-
ing or sampling in the literature; 3) data collection; 4) critical 
analysis of the included studies; 5) discussion of results, and 6) 
presentation of the integrative review(11). The names assigned 
by the authors to each phase of the integrative review vary, but 
the steps included in each phase are common to each other(9–11). 

The guiding question was: what are the methods used to 
validate nursing care protocols? 

Sample, and inclusion and exclusion criteria

Scientific articles published in full with free online access in 
Brazilian Portuguese, English, and Spanish, addressing valida-
tion of nursing care protocols from 2014 to 2019 were included. 
Studies classified as editorial, letters, dissertations and theses, 
articles not from nursing and whose validation objects were 
not care protocols, clinical guidelines or checklists, and which 
did not deal with validation itself were excluded. 

The databases used were Medical Literature Analysis and 
Retrieval System Online (MEDLINE/PubMed); Virtual Health 
Library (VHL); Scientific Electronic Library Online (SciELO); EB-
SCOhost; Scopus; and Isi Web of Science. Identifying articles in 
databases occurred from August 21, 2019 to September 6, 2019 
using the controlled descriptors obtained from the Health Sci-
ences Descriptors (Descritores em Ciências da Saúde, abbreviated 
DeCS) and Medical Subject Headlines (MeSH) such as “valida-
tion studies”, “validation studies as topic”, “protocols”, “clinical 
protocols”, “practice guidelines as topic”, “nursing”, and “nursing 
assessment”. The uncontrolled descriptor validation was also 
used. They were combined by the Boolean operators “AND” and 
“OR” using combinations according to the databases searched, 
using language filters (English, Brazilian Portuguese, Spanish) 
and in the last five years. 
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Study protocol

The research question was 
defined and the controlled and 
uncontrolled descriptors were 
selected. We proceeded with 
the search for articles in the 
databases using the afore-
mentioned search strategies, 
according to the search tool for 
each database, and language 
filters and year of publication 
were applied. Search was car-
ried out by a researcher. To 
select the articles, the titles 
and abstracts were read first, 
so that those whose study ob-
jects were not care protocols 
or were not from nursing were 
excluded. The remaining ar-
ticles were read in full, so that 
those whose validation process 
was not described and did not 
deal with protocols related to 
nursing care were excluded. 

The remaining articles were 
read in full by two research-
ers. The data were stored in 
a Microsoft Excel 2010 analysis matrix containing the variables: 
method of protocol creation; protocol validation method; number 
of participants; sampling method; collection instrument used 
for validation; and data analysis. From this reading, articles were 
excluded in which the protocol was not related to nursing and 
whose adopted validation method was not described. At the end, 
the articles were critically analyzed, with the results discussed and 
presented in this study. 

Analysis of data

Descriptive statistics were used to describe the profile of the 
studies. The data were grouped according to the type of method 
used to validate the protocol; the number of participants involved; 
the type of sampling; the types of instruments used; and methods 
of data analysis. 

RESULTS

Searching the databases totaled 827 studies, with titles and 
abstracts being read and the inclusion and exclusion criteria ap-
plied. Seven hundred and fifty-five articles were excluded as they 
were not studies whose object was protocols or were not from 
nursing. The remaining 72 articles were assessed, 15 of which 
were repeated in two or more databases, and 50 were read in 
full. Of these, 14 did not deal with validation of protocols; 3 were 
not from the nursing field and did not even deal with validation; 
and 1 was not available in full online, totaling 18 excluded articles 
and a final sample of 32 articles, as shown in Figure 1. 

Regarding the characteristics of the articles identified and 
included in this review (n=32), most were published in Brazil 
(n=24), followed by Canada, Spain, and Portugal, with two studies 
each; and the United States and China, both with a publication. As 
for year, 2017 stood out with 11 studies, followed by 2014 (n=7), 
2018 (n=5) and 2019 (n=5), 2015 and 2016, with two studies each. 

All articles were published in journals of strata equal to or 
greater than B1, according to the classification of journals in 
the QUALIS System of CAPES (Coordenação de Aperfeiçoamento 
de Pessoal de Nível Superior - Coordination for the Improvement of 
Higher Education Personnel). Most were classified as A1 (n=17), 
followed by A2 (n=8) and B1 (n=7). Most were Brazilian journals 
(n=25) and seven international studies. 

From reading the articles, data emerged concerning protocol 
creation. All articles mention the literature review as part of pro-
tocol creation, be it a simple or structured literature review, such 
as integrative(12–15) and systematic(16-17) reviews, with emphasis on 
scoping reviews(4,6). In some articles, literature review is associated 
with another type of data collection, such as interviews(18–21) and 
group discussions(22–24). 

As for content validation method of protocols, assessment by 
experts was the most frequent (n=17), followed by expert assessment 
using Delphi Technique (n=12), and other methods such as convergent 
care research (Pesquisa Convergente Assistencial, abbreviated PCA)(24). 

The number of participants in validation with experts ranged 
from 3 to 42 participants, with a median of 9 participants. In 
Delphi Technique, the number varied from 5 to 43 participants, 
with a median of 14 participants, without considering the losses 
between one round and another.

Figure 1 – Strategy for selecting articles on validation methods of nursing protocols

Search of studies 
in databases

Pubmed: 7
Scielo: 10
Web of Science: 221
BVS: 353
Scopus: 203
EBSCO 33

Pubmed
Included: 1
Excluded: 6

15 repeated in one 
or more databases

1
Pubmed
Web of Science
Scopus

4
Scielo
Web of Science
Scopus

2
Scielo
Scopus

1
Scielo
Web of Science

5
Scopus
Web of Science

50 articles read 
in full

18 articles excluded:
- They were not 
nursing articles 
and they did not 
address protocol 
validation (3)
- They did not 
address protocols 
and/or their 
validation (14)
- They were not 
available in full (1)

Scielo
Included: 2
Excluded: 8

Web of Science
Included: 28
Excluded: 193

BVS
Included: 0 
Excluded: 353

Scopus
Included: 35
Excluded: 168

EBSCO
Included: 0 
Excluded: 33

Reading of titles 
and abstracts

Reading of 
articles in full

Final sample

32 articles
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Selection of participants mostly took into account criteria for 
title, experience and knowledge on the subject under study, in 
addition to studies in the field. Six studies made a selection based 
on the search for curricula in the Lattes Platform(4,6,13,25–27). three 
used scoring systems for curriculum assessment(4,6,13); three used 
snowball sampling(16,28-29), in which one participant indicates the 
next; and the others did not detail the form of selection, only the 
inclusion and exclusion criteria. 

Concerning data collection instruments used for validation, 
only two studies used a standardized tool(14,21), and the others 
created their own instrument according to different validation 
criteria according to the adopted framework. The aforementioned 

studies used AGREE II (Appraisal of Guidelines for Research & 
Evaluation). AGREE II is an international tool developed for assess-
ment of protocols, clinical therapeutic guidelines and guidelines, 
already translated and adapted for use in Brazil(30). 

As for the method of data analysis, the articles mostly used 
consensus rate and Content Validity Index (CVI). The Kappa coef-
ficient is used in two studies(29,31), isolated or associated with CVI. 
The studies that used AGREE II as a tool follow analysis according 
to the instrument’s guidelines. Thematic content analysis was used 
in PCA. Three studies do not describe how to analyze the data.

Chart 1 shows the studies selected in this review organized in 
descending order of publication over the past five years.

 
Chart 1 – Characterization of the articles identified in the review that deal with validation of nursing care protocols

Title Year
Country Protocol topic Validation 

method used
Number of 

experts

Avaliação da segurança no cuidado com vacinas: construção e 
validação de protocolo(6)

2019
Brazil Vaccine care Delphi 

Technique
1st round: 12
2nd round: 8

Validação de protocolo assistencial ao paciente séptico na 
Unidade de Terapia Intensiva(25)

2019
Brazil Sepsis in intensive care Delphi 

Technique
1st round: 34
2nd round: 26

Validação de protocolos gráficos para avaliação da segurança do 
paciente politraumatizado(4)

2019
Brazil Polytraumatized patient safety Delphi 

Technique
1st round: 15
2nd round: 13

Nursing care after coronary transluminal angioplasty: Protocol 
validation(32)

2019
Brazil

Care after percutaneous transluminal 
coronary angioplasty

Delphi 
Technique 12

Elaboração e validação de checklist para administração de 
medicamentos para pacientes em protocolos de pesquisa(33)

2019
Brazil

Checklist for administering medication 
to patients in clinical research

Validation 
with experts 9

Balanço hídrico na nefrologia pediátrica: construção de um 
Procedimento Operacional Padrão(15)

2018
Brazil Water balance in pediatrics Validation 

with experts 9

Desenvolvimento de protocolo clínico para detecção de lesões 
precursoras do câncer de colo uterino(14)

2018
Brazil

Protocol for the detection of precursor 
lesions of cervical cancer

Validation 
with experts 4

Managing the environment to prevent falls in the 
institutionalized elderly: Protocol validation(20)

2018
Portugal

Management of the environment to 
prevent falls in institutionalized elderly

Delphi 
Technique

1st round: 14
2nd round: 10 

Development, validation and application of a ventilator-
associated pneumonia prevention checklist in a single cardiac 
surgery centre(21)

2018
China

Checklist for preventing pneumonia 
associated with mechanical 
ventilation

Delphi 
Technique 20

Adaptação e validação de checklist de segurança cirúrgica na 
cesárea(27)

2018
Brazil

Safe surgery checklist: cesarean 
section

Delphi 
Technique 43

Construção e validação de um protocolo assistencial de 
enfermagem em anestesia(12)

2017
Brazil Anesthesia Nursing Validation 

with experts 5

Protocolo de cuidados de enfermagem a pacientes com 
dispositivo de assistência ventricular(29)

2017
Spain

Nursing care for patients with 
ventricular assist devices

Delphi 
Technique

1st round: 42
2nd round: 34

Protocol for the management of psychiatric patients with 
psychomotor agitation(16)

2017c
Spain

Management of patients in 
psychomotor agitation

Delphi 
Technique Undefined

Queda nas Instituições de Longa Permanência para Idosos: 
validação de protocolo(18)

2017
Portugal

Prevention of falls of institutionalized 
elderly

Delphi 
Technique 14

Construção e validação de um algoritmo para aplicação de laser 
no tratamento de ferida(34)

2017
Brazil

Algorithm for using laser to treat 
wounds

Validation 
with experts 24

Adaptação transcultural do protocolo Filial Responsibility para 
uso no Brasil(35)

2017
Brazil Affiliate Responsibility Protocol Validation 

with experts 9

Protocolo de acolhimento com classificação de risco em 
pediatria: confiabilidade interobservadores(28)

2017
Brazil

Welcoming protocol with risk 
stratification in pediatrics

Validation 
with experts 9

Ações do protocolo prevenção de quedas: mapeamento com a 
classificação de intervenções de enfermagem(36)

2017
Brazil

Mapping of fall prevention 
interventions

Delphi 
Technique 5

Validação de instrumento para intervenção de enfermagem ao 
paciente em terapia vasoativa(19)

2017
Brazil Nursing care with vasoactive therapy Validation 

with experts 16

The Development and Content Validation of a 
Multidisciplinary, Evidence-based Wound Infection Prevention 
and Treatment Guideline(17)

2017
Canada

Protocol for prevention and treatment 
of wound infection

Validation 
with experts 42

To be continued
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Title Year
Country Protocol topic Validation 

method used
Number of 

experts

Percurso metodológico em pesquisas de enfermagem para 
construção e validação de protocolos(7)

2017
Brazil

Integrative review about methods of construction and validation of 
protocols used in nursing research (theses and dissertations)

Validação de protocolo assistencial de enfermagem para 
pacientes em cuidados paliativos(13)

2016
Brazil Palliative care Validation 

with experts 11

Construção, validação e adequação cultural do protocolo 
COMPASSO: Adesão ao autocuidado em diabetes(37)

2016
Brazil Diabetes self-care adherence protocol Validation 

with experts 9

Validação de protocolo de posicionamento de recém-nascido em 
Unidade de Terapia Intensiva(38)

2015
Brazil

Positioning of newborns in the 
Intensive Care Unit

Delphi 
Technique 5

Classificação de risco em pediatria: construção e validação de um 
guia para enfermeiros(26)

2015
Brazil Guide to risk stratification in pediatrics Validation 

with experts 9

Protocolo de cuidados ao cliente com distúrbio respiratório: 
ferramenta para tomada de decisão aplicada à enfermagem(5)

2014
Brazil

Nursing care for patients with 
respiratory disorder

Validation 
with experts 3

Validação das diretrizes gerais de comunicação do enfermeiro 
com o cego(39)

2014
Brazil

Communication guidelines for the 
blind

Validation 
with experts 3 

The Association for the Advancement of Wound Care (AAWC) 
venous and pressure ulcer guidelines(40)

2014
Canada

Prevention and management of 
pressure injuries and venous injuries

Validation 
with experts 32

Protocolo de acolhimento e atenção para usuários submetidos à 
endoscopia digestiva alta e seus acompanhantes(22)

2014
Brazil

Reception and guidance for patients 
undergoing upper digestive endoscopy

Validation 
with experts 3

Clinical practice guidelines-Nursing management for pediatric 
patients with small bowel or multivisceral transplant(23)

2014
United 
States

Nursing care for pediatric patients 
with short bowel and multiple organ 
transplant

Validation 
with experts 4

Protocolo de cuidados para punção aspirativa por agulha fina de 
mama e tireoide(24)

2014
Brazil

Care for fine needle aspiration of 
breast and thyroid PCA 88 patientes

20 professionals

Protocolo de avaliação e classificação de risco de pacientes em 
unidade de emergência(31)

2014
Brazil Emergency risk stratification Validation 

with experts 7

DISCUSSION

Validation of protocols is essential to ensure safety in using 
instruments in clinical practice when verifying that they achieve 
the proposed objectives and measure adequately and reliably what 
they propose to measure(8,41). Validity can be assessed using different 
methods, according to the research objective and can be content, 
construct and related to a criterion(41). Construct validity aims to 
identify the extent to which the measure reflects the theoretical 
construction of the phenomenon under analysis(8), while criterion 
validity reflects the degree of prediction of measures in relation to 
the studied phenomenon(8). Content validity associates abstract 
concepts and measurable indicators, i.e., how relevant each ele-
ment of the instrument is and represents a particular construct(8,41). 

In nursing research, mainly content validity has been used, 
and this type of validation is based on instrument creation and 
assessment by experts (or judges) to decide if content is adequate 
and correct to what is proposed(8,41). 

The first stage of preparing the instrument is due to a biblio-
graphic review. The instruments are often prepared by the authors 
following the theoretical framework of choice, as discussed in 
the following paragraphs. Literature review provides a common 
starting point and strengthens participants’ perception of an 
evidence-based process(42). 

The second stage, on the other hand, consists of assessment of 
judges, which can be conducted in a simplified way, as in most of 
the articles analyzed in this review, or following different formal 
methods of consensus(42). Consensus is defined as the general 
consensus among group members, and does not need to be 
unanimous, as it allows the inclusion of different ideas and puts 

them into discussion(43). The methods for consensus among experts 
are also diverse in the literature, highlighting Delphi Technique, 
nominal groups, Consensus Development Conference, RAND/
UCLA Appropriateness Method, among others(42-43).

Delphi Technique aims to reach consensus among a group of 
experts in a reliable and systematic way, based on a series of well-
outlined questionnaires and feedbacks. Its operation takes place 
through structured or semi-structured questionnaires, which can 
be sent by email to participants or applied in person in successive 
rounds. In the first round, the questionnaire contains instructions 
for completing and returning it, the objectives of the study, and 
the research question itself, being general and comprehensive. 
In the second round, the questionnaires are prepared based 
on the responses from the previous one (including the results 
obtained in the first round); they are added to the points where 
group consensus is still sought so that experts can reassess their 
responses based on the data provided(44-45).

Among the advantages of the technique when applied at 
a distance are anonymity among participants, avoiding direct 
influence between information; access to geographically distant 
people; decreased transport and material costs; the possibility 
of individual and collective reflection on the topic; high number 
of participants possible; easy implementation applicable to a 
wide range of topics. The main disadvantages are creating the 
questionnaire; the possibility of bias that influences the group’s 
responses, abstaining from participants between rounds; and 
long performance time(42,45).

An integrative review about using Delphi Technique in Brazilian 
studies(44) showed its use in the process of building and validating 
instruments in 60% of the analyzed articles. Another reflective 

Chart 1 (concluded)
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study(45) highlights the great diversity of applications of the tech-
nique and different themes in Brazilian nursing research, while, 
abroad, the method is already widely disseminated and used. 

However, it is noteworthy that such articles bring Delphi 
Technique as a method of validating instruments in general. 
Care protocols are rarely mentioned as assessment products. 
An integrative Brazilian review(7) on the methodological path 
for construction and validation of nursing protocols, published 
in 2017, which focused on theses and dissertations dated from 
2002 to 2014, does not bring Delphi Technique in its results. 
For comparison, in the articles analyzed in this review, Delphi 
Technique appears in articles published from 2015. 

The same integrative review(7) highlights PCA as the most 
widely used theoretical framework in the analyzed studies. PCA 
is a qualitative research approach that is characterized by the 
improvement of care practices from the introduction of innova-
tions in such a context(46). PCA differs from other similar methods 
precisely because it includes professionals with expertise in care 
knowledge, as illustrated in the article included in this review(24), in 
which the protocol construction and validation process included 
20 professionals. 

It is important to note that all articles included in this review 
went through a validation process with experts, varying only the 
technique used for this - traditional, Delphi Technique and PCA, 
in this order of frequency.

The variability in the number of experts included in the ana-
lyzed studies is consistent with the results reported in scien-
tific literature. Some authors indicate a minimum of five to six 
participants(8,41), while others defend groups with a maximum 
number of participants, ranging from 12 to 20(7,40-41). There is a 
dichotomy between the benefits of larger groups, due to the 
diversity of information and robustness of results or if above a 
certain number the reliability of the results decreases or remains 
the same. Delphi Technique allows including a larger number of 
participants. It can vary from 10 to hundreds, as long as the sample 
is representative(41-42,45), and there must be a forecast of absten-
tion rate between rounds, which can vary from 20 to 50%(44-45). 

The form of inclusion of participants is essential to guarantee 
reliability of results. The expert panel quality is more important 
than the size of the group. The heterogeneity of the group brings 
advantages and disadvantages to the consensus process. A diverse 
group achieves greater variability of ideas in relation to the topic. 
But there may also be more lack of consensus in relation to the 
same item(42), so that researchers should consider such aspects 
when defining the selection and inclusion criteria. 

The definition of “expert” and its criteria is still divergent in 
scientific literature. Thus, selecting participants in the analyzed 
articles was also diverse. Although the concept is still not well 
established, criteria such as knowledge, experience and critical 
thinking skills in relation to the theme are points in common among 
different authors(8,47-48). Fehring(47) proposed a scoring model for 
the criteria for defining experts to validate nursing diagnoses, 
being cited by two authors in this review(6,28). Two authors cited 
Jasper(13-14), who published an article in 1994 seeking to define 
the concept and criteria for an “expert” in nursing. 

In Brazil, the Lattes Platform integrates the databases of cur-
ricula, research groups and institutions in a single information 

system. It is a tool aimed at several public and private institutions 
in the search for information about professionals and research-
ers from different fields. Thus, it was used as a search strategy 
for experts to validate the protocols proposed in six studies 
analyzed, based on keywords. Searching for participants from 
a national and integrated curriculum platform allows including 
highly qualified participants from different locations, guarantee-
ing heterogeneity of the sample and a validation process that 
includes the country’s regional differences. 

Snowball sampling takes place from the indication of people 
who have characteristics common to the research interest(45), 
which can also be used as a method for selecting participants. 

It should also be noted that the protocol scope can also influ-
ence with the definition of the number and profile of experts. 
National protocols must include national experts on the other 
hand, regional and local protocols must consider experts with 
knowledge of the local reality. 

In relation to data collection instruments, the vast majority 
of articles used questionnaires formulated by the authors them-
selves, with variation between the criteria used. Two authors 
used Pasquali’s framework, which highlights behavioral criteria, 
objectivity, simplicity, clarity, relevance, precision, variety, modal-
ity, typicality, credibility, breadth and balance(8). The others use 
criteria mainly for clarity, comprehensiveness and relevance, and 
variations, without indicating the source of the framework that 
guided the questionnaire creation. 

Using standardized questionnaires is not a requirement for 
different validation methods. At Delphi Technique, for instance, 
the questionnaire is formulated based on the research question, 
preferably with closed questions of the Likert type, and space for 
judges’ considerations. Each round the questionnaire is changed, 
incorporating the results of the previous round, and discussing 
the points that did not reach consensus(43). The questionnaire 
must be focused, clear and precise, must contain instructions on 
how to fill it out and the content validation criteria that follow the 
methodological framework adopted by the author(41).

As for standardized instruments, AGREE II stands out. AGREE 
II is a tool developed by international collaboration that aims 
to address the variability in the quality of clinical protocols and 
guidelines. It assesses methodological rigor and transparency in 
its development(30), being divided into six domains that assess 
scope and purpose, stakeholder involvement, development rigor, 
clarity of presentation, applicability and editorial independence. 
Each domain includes assessment items that use a Likert scale 
ranging from 1 (I strongly disagree) to 7 (I strongly agree), and 
considers assessment of 4 evaluators. The instrument is accom-
panied by a user manual with all instructions for completing and 
subsequent data analysis. It is a useful tool for validation studies, 
considering that it is already adapted for use in Brazil. 

The fact that AGREE II has been available since 2003 in inter-
national literature and 2009 in Brazilian Portuguese raises the 
authors’ interest with regard to its small use in nursing research 
in the studied sample. There is a tendency to use instruments 
created by the authors themselves, with criteria little addressed 
in the articles studied. 

The CVI is a formula widely used for data analysis to validate 
the content of instruments in health, and especially in nursing(49). 
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CVI can be defined as the proportion or percentage of judges 
who are in consensus on relevance of the item in relation to the 
construct(41,49). CVI assesses the items individually (I-CVI) or the 
instrument as a whole (S-CVI), on a Likert scale preferably of 4 
points, to avoid the occurrence of neutral assessments. There is 
often variation of 1=not relevant, 2=not very relevant, 3=some-
thing relevant, 4=very relevant(49). CVI is calculated from the 
formula below (Figure 2):

CVI ranges from 0 to 1.0, with some authors recommending 
that if the sample consists of five experts or less, everyone should 
agree on the item (CVI=1.0), and if the sample is larger, a CVI ≥ 
0.78 is acceptable(41,49). There was variance in consensus rates used 
in the analyzed articles (60 to 100%), with a tendency to adopt 
values between 70 to 80%. This shows, despite its frequent use, 
there is still no consensus about the ideal values to be adopted, 
and the description of data analysis is not very detailed in the 
studies assessed.

Of the advantages of using CVI, we have ease of calculat-
ing and understanding, well acceptance and dissemination in 
scientific literature for validation of instruments. Concerning 
disadvantages, the main one mentioned in the articles is in rela-
tion to Odds Ratio, not provided for in the formula(49). Thus, some 
authors have suggested new formulas and alternatives for such. 

Several other formulas have been proposed, including the 
Kappa Coefficient, which can be used alone or with CVI. The 
formula consists of the ratio of the number of times judges agree 
with the maximum times judges could agree (both corrected by 
consensus due to chance). This formula is useful when data is 
categorical and on a nominal scale, ranging from -1 (total absence 
of consensus) to 1 (total consensus)(41). 

It was observed in the selection of articles that it is not com-
mon in international literature to publish articles about protocol 
validation process, so that this phase is described in reading the 
protocol in full. This fact can be a justification for the composition 
of a sample mainly composed of Brazilian studies in this study, 
limiting, therefore, comparison with other realities.

Therefore, the methodological path for validation of nursing 
protocols is still variable in the literature, so that the data presented 
here do not allow us to infer which would be the ideal method. 
However, it brings information about what else has been used in 
the current literature, providing support for the authors’ decision 
before starting a validation process.

Study limitations

A limitation is related to the focus of nursing-only articles, 
causing loss of data about protocol validation and/or comparison 
with protocol validation methods from other fields of health 
knowledge. Search and selection of articles was performed by 
a researcher, increasing the risk of selection bias. 

Contributions to nursing

This study contributes to nursing knowledge in order to guide 
the decision process in choosing the method of content validation 
of care protocols. Such a process has become increasingly common 
in nursing research in recent years. Articles with subsidies for the 
discussion of rigorous methods for this aim to facilitate their conduct 
and, consequently, the implementation of these technologies in 
clinical practice, aiming to ensure safe and evidence-based care. 

Moreover, this integrative review highlights that expert assess-
ment has been conducted by nursing, mostly, in a simplified way, 
with limitations in terms of describing the methodological rigor 
adopted. However, more consolidated methods of consensus, 
such as Delphi Technique, have become more common, and can 
be a promising strategy in validating care protocols.

EBP, as previously mentioned, has several advantages, at in-
dividual and collective levels, with nurses and their team central 
to their implementation process.

Dissemination of results of nursing research worldwide, especially 
with regard to implementation of new care technologies (among 
them, protocols) aimed at improving care practice, bring professional 
visibility and strengthening the role of nurses in multidisciplinary 
teams, encouraging their insertion in the different health care settings. 

CONCLUSION 

It was evidenced that content validation of the nursing protocols 
assessed in this review, in the last 5 years, was carried out by expert 
assessment, in a simplified way or using consensus methods such 
as Delphi Technique or PCA. The instruments used were variable, 
and most of them were created by the authors, following some 
theoretical framework or not, using standardized instruments, 
such as AGREE II, only in two articles. The criteria for choosing 
experts were also variable, including selection (search for resumes 
on the Lattes Platform (Curriculum Lattes is a resume developed 
according to Platforma Lattes (Lattes Platform) standards), even 
snowball sampling), and inclusion and exclusion criteria (with 
curriculum scoring systems, or not). In relation to analysis of 
results, CVI was the most used formula, despite its advantages 
and disadvantages, and can be added to other forms of analysis. 

The articles were assessed in relation to their level of evidence 
according to Melnik and Fineoult-Overholt, keeping the lowest 
level because they are based on the opinion of experts in the 
field. The methods of creating protocols emerged in analysis of 
results. Literature review was highlighted in all articles, ranging 
from simple, integrative and systematic review, with emphasis 
on scoping reviews; and the combination of literature review and 
other forms of data collection such as interviews and groups. 

Protocols created from robust evidence and assessed by experts 
on the subject are valuable and strong tools for use in clinical practice, 
considering that they combine science and the experience of those 
who use them on a daily basis. It is one of the EBP principles, when 
adapting the data found in nursing literature to the local reality, 
facilitating its implementation. Concluding, more studies related 
to validation of protocols in other fields of health besides nursing 
are suggested, in order to allow more complete comparisons and 
conclusions to standardize the methods to be used.

CVI = 
 number of answers "3" or "4"

    total number of answers
 
Source: Alexandre and Coluci (2015).
Figure 2 – Content Validity Index formula
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