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Abstract

Objective: To develop a clinical protocol for the conservative treatment of pelvic organ prolapse with vaginal pessaries.

Methods: Developmental research conducted in the period from July 2015 to January 2016 and performed in the following steps: refinement
of topics/protocol issues; establishing recommendations for research and updates; peer review. The analysis was by statistical program and the
Content Validity Index (CVI).

Results: The protocol was developed and evaluated by professionals of the area through the Delphi technique regarding criteria of objectives,
content and presentation, and relevance. The total CVI of each domain and the overall CVI were calculated. The total Content Validity Index for
the objectives domain was 1.00, for content and presentation criterion was 0.98, and for the relevance domain was 0.96. The overall Content
Validity Index obtained was 0.98. Thus, there was agreement among participants of the Delphi technique with value above 0.85, and the clinical
protocol was considered valid.

Conclusion: When health professionals use the clinical protocol, they will have a better foundation in practice and offer a higher quality care, since
this is a valid and scientifically based tool.

Resumo

Objetivo: Desenvolver um protocolo clinico para o tratamento conservador do prolapso de 6rgéos pélvicos com pessario vaginal.

Métodos: Pesquisa de desenvolvimento ocorrida de julho de 2015 a janeiro de 2016 e realizada em etapas: refinamento dos topicos/questdes
do protocolo; estabelecimento de recomendacdes para pesquisa e atualizagao; reviséo por pares. A andlise se deu por programa estatistico e
pelo Indice de Validade de Contetdo.

Resultados: O protocolo foi desenvolvido e avaliado por meio da técnica Delphi quanto aos critérios objetivos, conteldo e apresentacdo e
relevancia por profissionais da érea, sendo calculado o Indice de Validade de Contetdo total de cada dominio e global. O Indice de Validade de
Conteido total do dominio objetivos foi 1,00, do critério contetdo e apresentagdo foi 0,98 e do dominio relevancia, 0,96. Obteve-se o Indice de
Validade de Contetido global de 0,98. Dessa forma, verificou-se concordancia entre os participantes da técnica Delphi, com valor acima de 0,85,
considerando o protocolo clinico valido.

Conclusdo: Acredita-se que os profissionais de satde, ao utilizar o protocolo clinico, terdo maior embasamento na pratica, oferecendo um cuidado
de maior qualidade, pois é uma ferramenta valida e pautada cientificamente.

Resumen

Objetivo: Desarrollar un protocolo clinico para el tratamiento conservador del prolapso de drganos pélvicos con pesario vaginal.

Métodos: Investigacion de desarrollo realizada entre julio de 2015 y enero de 2016, efectuada en etapas: refinacion de topicos/preguntas del
protocolo; establecimiento de recomendaciones para investigacion y actualizacion; revision por pares. Andlisis ejecutado mediante programa
estadistico e Indice de Validez de Contenido.

Resultados: EI protocolo fue desarrollado y evaluado utilizandose la técnica Delphi respecto a los criterios objetivos, contenido y presentacion,
y relevancia por profesionales del drea, calculandose el Indice de Validez de Contenido total de cada dominio y el global. El Indice de Validez de
Contenido total del dominio objetivos fue 1,00; el del criterio contenido y presentacion, del 0,98; y el del dominio relevancia, 0,96. El Indice de
Validez de Contenido global fue de 0,98. Asi, se verificd concordancia de la técnica Delphi entre los participantes, con valor superior a 0,85;
considerandose valido el protocolo clinico.

Conclusion: Al ser utilizado por los profesionales de salud, el protocolo clinico les brindara mayor fundamentacion en la practica, permitiéndoles
ofrecer mejor calidad de atencion, pues es una herramienta valida y elaborada cientificamente.
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Introduction

The prevalence of pelvic organ prolapse (POP) var-
ies widely worldwide, as it depends on the female
population studied and the criteria for entry, and
is estimated at 30% to 50% of multiparous women
over 50 years of age.'"

Data from a specialized outpatient clinic in
Fortaleza, Ceard, revealed that out of 85 patients
with pelvic floor dysfunction (PFD), 58.8% had
stage II prolapse, 14.1% stage III and 2.4% stage
IV, and more than half of patients presented anteri-
or wall vaginal defects (55.3%).?

The surgical approach is the most frequent
type of treatment, but conservative treatments,
such as the use of vaginal pessaries have been gain-
ing prominence.®%

Pessaries are recommended as a first-line, low-
cost and low-risk treatment option, and indicated
for a variety of signs and symptoms related to pro-
lapse. Its use is a viable and effective option, since
long-term users (over 12 months) have reported
high levels of satisfaction and control of the condi-
tion with the device.”

Professionals assisting women who use pessaries
should be attentive to some care practices in order to
avoid possible complications. Although in national
studies there are no publications on nurses” role in
the conservative treatment of POD, internationally,
this has been reported for some time.” The impor-
tance of these professionals’ assistance has also been
mentioned for the success in the use of pessaries.®

The existence of a clinical protocol can contrib-
ute to the guidance and standardization of insertion
and follow-up visits, promotion of specific care, ear-
ly detection of alterations, minimization of compli-
cations, improvement of quality of life and enable
the targeting and standardization of actions.!”

Protocols are guidelines for practice, and their
adoption is supported by the Ministry of Health, which
provides for a greater appropriation of the health prob-
lem to which it reports by allowing that professionals’
actions have technical and scientific support and they
feel more self-confident in their practices.™”

Since there are no clear guidelines for pessary
management so far,'? was developed a clinical pro-
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tocol for the conservative treatment of pelvic organ
prolapse with vaginal pessaries. The existence of a
valid and reliable technology such as the clinical
protocol is relevant and will be beneficial so that
professionals working in the area can improve care
for women with POP through the organization of
service and assistance.

Methods

In order to conduct research for the development of
potentially applicable and useful technologies in the
existing teaching-learning methods, developmental
research was chosen for the present study.?

The development of the protocol occurred from
July 2015 to January 2016, and was based on the
steps of Ribeiro (2010),"Y who sought to reach
consensus for the protocol development process in
order to guarantee its quality. However, the ideas of
Werneck, Faria and Campos (2009)"” for develop-
ing clinical protocols were also used.

The steps were divided into: 1) refining topics/
issues; 2) conducting review of the scientific litera-
ture; 3) establishing recommendations for research
and updating of the guideline/protocol; 4) ensuring
peer review.

In the first step, were defined the objective,
justification and topics contained in the protocol.
In the period between July and October 2015, the
Electronic Brainstorming technique was used for
defining these topics with five invited health pro-
fessionals, who research and/or act on the guidance
of the use of vaginal pessaries through an online
platform. The Urogynecology outpatient clinic of a
tertiary hospital in Fortaleza-CE, a reference in the
care of women with PFD, was also visited in July
2015. An interview was conducted with some vag-
inal pessary users in order to find the main doubts
about the use of the device, and the needs to be
satisfied in the consultation. The researcher’s expe-
rience on the subject was also taken into consider-
ation through insertion in the service.

The second step involved following procedures
in order to perform an integrative review' in the
month of November, 2015 through journals in-
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dexed in the following computerized databases:
US National Library of Medicine (PUBMED)/
Medical Literature Analysis and Retrieval
System Online (MEDLINE), Latin American
and Caribbean Literature in Health Sciences
(LILACS), SCOPUS, COCHRANE, Center
for Reviews and Dissemination (CRD), WEB
OF SCIENCE, Brazilian Network of Health
Technology Assessment (REBRATS) and pub-
lished books. From the reading of these materials,
were selected contents that served as support for
the protocol development.

Note that during the protocol development,
preference was given to the use of studies with high-
er levels of evidence (LE) and grade of recommen-
dations (GR), according to the Oxford Centre for
Evidence-Based Medicine classification.!”)

After the integrative review guided by group
suggestions that arose in the Brainstorming session,
in December 2015, the protocol was developed in
text and represented in graphical form as lowcharts
with algorithms when necessary, which comprised
the third step of the process. For the selection of
illustrations and layout, NBR 14.724 and 6.029
norms were followed. In the protocol content, the
references used for its development, the databases
investigated, and the classification of LE and GR
adopted were made available in order to facilitate
its future update.

The last step was obtaining feedback on the
proposed protocol by ensuring an opportunity to
review the document and identify potential diffi-
culties for its implementation. In January 2016,
the Delphi technique was used to this end with
collaboration of seven health professionals who re-
search and/or act in the Urogynecology area and/
or in the orientation of the use of vaginal pessaries.
The protocol was evaluated according to criteria of
objectives, content and presentation, and relevance.
Values from 1 to 4 were assigned, in which 1 is in-
appropriate; 2 is partially appropriate; 3 is appro-
priate; 4 is totally appropriate, and suggestions were
made when deemed necessary.

The analysis of agreement among participants
of the Delphi technique was through the Content
Validity Index (CVI). As the number of profession-

als in this technique was greater than six and the
protocol is new, the minimum value assigned to
agreement was 0.85.19

The study was submitted in accordance with
Resolution number 466/12 of the National
Health Council to the Research Ethics Committee
(COMEPE) through the Brazil Platform for due

consideration, and was approved under opinion
number 1.116.853.1”

Results

At the step of refining topics/issues of the clinical
protocol, were developed the objective of the clin-
ical protocol, the justification for the development
of the protocol and the topics of mandatory con-
tents. These topics and subtopics were built through
electronic brainstorming.

As for the profile of health professionals who
participated in the electronic brainstorming, four
are female and one is male. Three are nurses, one
is a physiotherapist and the other is a doctor. One
has a PhD degree, two have masters’ degree and
two are specialists. All have knowledge/experience
in the ‘vaginal pessary’ subject, present published
works and participate in research groups in the area
of Urogynecology.

In this same step, at another moment, were in-
terviewed four vaginal pessary users aged between
57 and 74 years, prolapse stage ranging from III to
IV, and who have been using the device for at least
three years. The ideas and opinions of these women
helped in the extraction of topics for the protocol
development.

In the integrative review step, the delimitation
of the guiding topics of the review was achieved
through the electronic brainstorming, interview
with pessary users and the researcher’s experience,
as explained in the previous step.

Inclusion criteria for selection of articles were
the following: to cover the guiding topics of the pro-
tocol theme, available electronically and published
in English, Portuguese and Spanish. Repeated and
unavailable articles were excluded. There was no re-
striction of publication year.

Acta Paul Enferm. 2018; 31(6):585-92.



Protocol for pelvic organ prolapse treatment with vaginal pessaries

In the LILACS, CRD and REBRATS databas-
es, was used the descriptor “pelvic organ prolapse”
alone and the association of “pessaries” and “pessary”
with the Boolean operator OR. In the PUBMED/
MEDLINE, SCOPUS, COCHRANE and WEB
OF SCIENCE databases, was used a unique com-
bination of “pelvic organ prolapse” with the Boolean
operator AND added to “pessaries” and “pessary”
with the Boolean operator OR.

As a result, 3,630 articles were retrieved. After
selection of articles based on inclusion and exclu-
sion criteria, the search was completed with 44
articles for analysis, synthesis and inclusion in the
protocol. Publications were dated between years
2002 to 2015, 39 were from international journals
in English, and the LE ranged from 1A to 5 and the
GR from A to D.

In the third step, was developed the clinical
protocol itself. The text development process was
judicious with the aim to facilitate the reading and
management of the protocol during its use, and
happened in a logical sequence. Throughout the
protocol, LEs and GRs were made available so that
readers were aware of the type of information select-
ed in integrative review studies.

The final version of the protocol had 71 pages.
The content was divided into 13 sessions with their
sub-sessions related to the construction process,
general considerations on the subject and the com-
plete assistance for treatment with vaginal pessaries.
Eleven tables were inserted; two indicating the LE
and GR of the protocol, seven identifying each type
of pessary with indications, advantages and disad-
vantages, one about the self-care options for wom-
en using the device, and one with possible compli-
cations in the use and management of the device.
Fourteen figures were included too, of which three
are flowcharts. Figure 1 shows some pages of the
protocol.

In the last step, the Delphi technique was used
for the clinical protocol review. Regarding the char-
acteristics of health professionals who participated
in the Delphi technique, five are female and two
are male. Four are nurses, three are stomatherapists,
two are physiotherapists, and one is a doctor. Four
have masters’ degrees and three are specialists. Two

Acta Paul Enferm. 2018; 31(6):585-92.
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Figure 1. Some pages of the Clinical Protocol for Use of Vaginal
Pessaries

judges resided outside the state; one is from Curitiba
and the other is from Sao Paulo. All have experi-
ence in PFD and knowledge on the ‘vaginal pessary’
subject, have published works and participate in re-
search groups in the area of Urogynecology.

Table 1 shows total values of CVI according to
the clinical protocol evaluation criteria.

Table 1. Values of Total Content Validity Index and Overall
Content Validity Index according to the clinical protocol
evaluation criteria

Content and

g:{gflt;‘l’]es CVI*  presentation  CVI* ler'ﬁ:‘r’l’;‘r’f cvI*
criterion

ltem 1 1.00 ltem 1 1.00 ltem 1 1.00
Item 2 1.00 ltem 2 1.00 Item 2 1.00
ltem 3 1.00 ltem 3 1.00 ltem 3 0.85
ltem 4 1.00 ltem 4 1.00 ltem 4 1.00

ltem 5 1.00

ltem 6 1.00

[tem 7 1.00

ltem 8 1.00

ltem 9 1.00
- - ltem 10 0.85 - -
Total CVI 1.00 0.98 0.96
Overall CVI 0.98

*CVI - Content Validity Index

The ‘objectives’ criterion refers to the purposes,
goals or ends to be achieved with use of the proto-
col. In this regard, the evaluators rated the clinical
protocol as 3 — Appropriate, and 4 - Totally appro-
priate, and the total CVI of the domain was 1.00.
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The ‘content and presentation’ criterion refers
to the form of presentation of the guidelines. This
includes general organization, structure, presen-
tation strategy, consistency, and formatting. The
content and presentation evaluated were rated by
most professionals as 3 - Appropriate and 4 - Totally
appropriate. However, an evaluator rated the item
referring to the number of pages as 2 - Partially ap-
propriate. The total CVI for this criterion was 0.98.

The ‘relevance’ criterion, in turn, refers to the
characteristic evaluating the significance level of the
presented protocol. Reporting to this criterion, the
evaluators attributed 3 - Appropriate and 4 - Totally
appropriate, and the total CVI of this domain was
0.96. The overall CVI was 0.98. Thus, there was
agreement among participants of the Delphi tech-
nique in the items, domains and in a global way
with a value of 0.85 or more, hence the review step
was considered appropriate.

Professionals have also made some suggestions
for improving the quality of the protocol before the
final evaluation. These suggestions were analyzed
and adopted, as shown in chart 1.

Chart 1. Some changes made in the protocol from the
evaluators’ suggestions

Evaluators’ Changes made

suggestions

Reformulation The target audience of the protocol was defined as health
of protocol professionals working in the area of PFD rather than in

considerations Urogynecology.

The figure of the pessary was inserted next to the explanation of
each specific type

Replacement of term | The name of the pessary type ‘Donut’” was changed to ‘Rosca’
in English
Insertion of table

Insertion of figure

A table was inserted with the main intercurrences in the use of
pessaries and their management

Detailing/ POP classifications were better detailed (POP-q);

Reformulation of The steps for selecting and adjusting the pessary were rearranged;

content One more item was included in the steps for insertion of the
pessary;

Inclusion of the possibility of the stomatherapist nurse acting
together with the physiotherapist in the conservative treatment with
training of the pelvic floor musculature

*PFD — Pelvic Floor Dysfunction; *POP - Pelvic Organ Prolapse; *POP-q - Pelvic Organ Prolapse
Quantification System

Discussion

The development of technologies aimed at improv-
ing health professionals’ technical-scientific knowl-
edge should be encouraged, because they arouse
interest in the search for updated information, and
innovate the care practice.

Considering the relevance of the topic and the
fact that this area is still little known within Nursing,
the development and validation of this protocol
may expose this practice and encourage nurses to
enter this type of service, since these professionals
can manage the conservative treatment with pes-
sary effectively. In addition, it might increase indi-
cators of quality of care, and serve as a guide for
evidence-based health care.

The main challenge in the development of pro-
tocols, is ensuring their reliability so that health
professionals feel comfortable to follow their rec-
ommendations. In this regard, protocol develop-
ment methods have sought to increase the transpar-
ency and quality of the process and stimulate the
participation of those interested throughout each

20 The development of justification, objectives

step.’
and content with technical-scientific reference as a
starting point is also important in the development
of a protocol.!

The brainstorming technique becomes useful at
this starting point, since it involves the development
of a group’s collaborative creativity and consequent
organization of these ideas to a given process. This
technique has been applied increasingly along with
the internet, virtual meetings and specific software
for documenting ideas.?" Electronic Brainstorming
involves group members (ranging from five to sev-
en) at computer terminals, who type their ideas and
have full access to the ideas of the other partici-
pants.?>*» Thus, it is easy to join ideas of important
contents for construction of technologies.

Studies show the importance of this guided lis-
tening through the use of brainstorming with the
service staff in order to assess the needs and ideas
for protocol creation, meetings and interviews
with clients and discussions with professionals.
Furthermore, the use of online resources is also ben-
eficial and effective for the development of technol-
ogies, as it enables and encourages both interaction
and collaboration of participants.?+2®

According to Catunda et al. (2017),%” despite
variations in protocol development methods, there
are common steps, among which the participation
of target patients of the protocol for assisting in the
process. However, the theoretical references do not

Acta Paul Enferm. 2018; 31(6):585-92. m
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specify an ideal number, and there are variations be-
tween studies.?”

After collaboration of all participants in the first
step of the protocol development, each comment/
suggestion was analyzed, and topics and subtopics
were extracted from the mandatory content, name-
ly: definition, risk factors and types of PFD; defi-
nition, quantification, risk factors and treatments
of POPs; aspects related to vaginal pessary such
as definition, comparison with surgical treatment,
complications in quality of life, Brazilian panora-
ma, types, indication, advantages, disadvantages,
barriers to use, how to approach the patient, mul-
tidisciplinary team, first consultation, insertion
consultation, subsequent consultations, anamne-
sis, physical examination, complementary exams,
estrogenization, guidance on the device and care,
measurement, insertion, removal, possible compli-
cations and return period.

The review of the scientific literature is the search
and critical analysis of the publications. It is a strategic
step in the development of protocols, in which finding
the best evidence on the proposed subject is essential
for the construction of consistent and higher quality
protocols that are focused on the methodology used,
critical analysis of the literature used, levels of evidence,
grade of recommendation, entities participating in the
validation and the form of validation.'¥

In other studies of protocol development, was
also conducted a review of the scientific literature
for the collection and selection of content through
computerized databases.*®3% Therefore, this step
is the basis for selecting the content of the clinical
protocol, because the dissemination of scientific ev-
idence is fundamental in order that professionals
can guide their practices.

Aiming at the quality of the protocol, were used
the review of the scientific literature, ideas of profes-
sionals of the area and of device users, and insertion
of the researcher into the service. This integration of
the best available evidence in the literature, profes-
sionals’ clinical experience, patients’ preferences and
resources available at the institution are characteris-
tics of the Evidence-Based Practice (EBP).GV

EBP is the conscious, explicit and judicious use
of the best available evidence in patient care de-

m Acta Paul Enferm. 2018; 31(6):585-92.

cision-making. It is focused on problem-solving
grounded on the best scientific evidence with the aim
to improve care, identify and promote effective prac-
tices for minimizing gaps between the production of
evidence and its application in patient care.!V

Still in the search for quality, it is expected that
protocols are clear and easy to read, have good for-
mal quality and evidence-based content, follow a
logical and progressive order, and are useful and rel-
evant to the target audience.!?

Thus, the content of the protocol was divided
into the following sessions: Preface; Justification;
Protocol Considerations; Procedure of Search
for Scientific Evidence; Classification System
of Levels of Scientific Evidence and Grade of
Recommendation; General Definitions on the
Topic; Vaginal Pessary: general considerations;
Assistance to the Vaginal Pessary Consultation; First
Consultation for Evaluation of Women with Vaginal
Pessary 'Therapeutic Indication; Vaginal Pessary
Insertion Consultation; Follow-up Consultation for
Women using Vaginal Pessary; References; Annex
and Appendices with their respective sub-sessions.

The explicit and concise representation of pro-
cesses is essential in order to improve the organi-
zation and facilitate the protocol management by
professionals. Thus, for the order and establishment
of action flows of a protocol focused on health out-
comes, it is advisable to use algorithms represented
in the form of flowcharts."!¥

The flowcharts of the protocol were titled: 1)
Algorithm for evaluation of women with therapeutic
indication of the pessary; 2) Algorithm of the inser-
tion consultation of the pessary; 3) Algorithm of the
follow-up consultation of women using the pessary.

Another important aspect in the protocol de-
velopment is the experts review in order to check
organizational effects of the implementation of rec-
ommendations that is a preparation for its future
adoption. This is considered the first dissemination
of the protocol, when researchers have the opportu-
nity to address the issues raised by reviewers before
finalization of the process.®?

To this end, in the present study was used the
Delphi technique, which is a systematized method
of judging information. Its aim is to reach the con-
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sensus of opinions on a certain subject of knowl-
edge of a group of experts through articulated val-
idations in rounds of questionnaires repeated until
reaching consensus among participants of 70 to
80%, or a determined percentage duly justified by

the researcher.®33%

The CVI is a widely used method in the health
area for measurement of the proportion or percent-
age of judges in agreement on certain aspects of the
instrument and its items.®

Regarding the number of participants, there
must be at least seven and a maximum of 30 sub-
jects. However, the decision on this number is based
on aspects such as the nature of the object of study,
which may point to a greater or lesser availability of
participants.*”

In the study by Sousa and Turrini (2012)%
was also applied the Delphi technique with the
objective to assist in the construction of an edu-
cational material for patients undergoing orthog-
nathic surgery, and to evaluate the pertinence of
information contained in this technology with the
multiprofessional team. The educational material
evaluation was carried out in relation to coherence/
pertinence and illustration of the information by
means of a Likert-type instrument. The minimum
value used for agreement between the ten judges
was 0.85.6%

A methodology that uses the Delphi technique
can be useful in the construction of educational
technologies, since participants’ contributions are
rich for improvement of the final work. The experts
made relevant suggestions of changes for improv-
ing the protocol, even though the overall CVI was
satisfactory in the study (0.98). These changes were
related mainly to contents and presentation of the
protocol in order to facilitate the understanding
of professionals that use it. In addition, was estab-
lished the applicability of the educational material
for clinical practice.

Conclusion

The clinical protocol for the use of vaginal pessaries
was developed through rigorous steps that included

consultation with health professionals from differ-
ent areas with expertise in PFD, consultation with
pessary users, researcher’s experience in practice,
and the search for evidence in the scientific litera-
ture. In the review step, the protocol was evaluated
by means of the Delphi technique, and the total
CVI of each domain and overall CVI were calcu-
lated. The total CVI of the objectives domain was
1.00, of the content and presentation criterion was
0.98, and of the relevance domain was 0.96. The
overall CVI was 0.98. Thus, there was agreement
among Delphi participants with a value above 0.85,
and the clinical protocol was considered valid for
professional clinical practice.
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