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ABSTRACT

Introduction: The Community Pharmacy Survey on Patient Safety Culture (CPSOPSC) is a tool created by the
Agency for Healthcare Research and Quality and used in the United States to assess the patient safety culture
among community pharmacy workers. This survey has been adapted for use in hospital pharmacies in other
countries. However, it has not yet been implemented in Spanish hospital pharmacies due to the lack of an appli-
cable version in Spain. This project aims to adapt and reach a consensus on the CPSOPSC for its subsequent use as
a tool to improve patient safety in hospital pharmacies in Spain.
Methods: This non-clinical study will be developed in different phases: obtaining the necessary permissions,
reviewing the literature to identify studies on the use of the CPSOPSC in hospital pharmacies, adapting the survey's
questions to the sociocultural context, reaching a consensus on the questions using the Delphi-Rand/UCLA meth-
odology with a panel of patient safety experts. These experts, who are hospital pharmacists, will evaluate the
adapted survey in several rounds, using a Likert scale and telematic workshops to adjust the questions. Finally, a
software application will be developed for the implementation, completion, and data management of the survey.
Discussion: Adapting the CPSOPSC to hospital pharmacies in Spain may be a useful tool for measuring the patient
safety culture in this context. Through the Delphi-Rand/UCLA methodology, expert consensus and the relevance of
the survey are ensured. Additionally, the creation of a computer application will facilitate data collection and anal-
ysis, promoting its use among professionals. The resulting survey from this project can identify specific needs and
areas for improvement in Spanish hospital pharmacies, being useful for future actions aimed at improving patient
safety.
© 2024 Sociedad Espafiola de Farmacia Hospitalaria (S.E.F.H). Published by Elsevier Espaiia, S.L.U. This is an open
access article under the CC BY-NC-ND license (http://creativecommons.org/licenses/by-nc-nd/4.0/).

Protocolo para la adaptacion y consenso del cuestionario Community Pharmacy
Survey on Patient Safety Culture a la Farmacia Hospitalaria en Espaiia

RESUMEN

Introduccion: El Community Pharmacy Survey on Patient Safety Culture (CPSOPSC) es una herramienta creada
por la Agency for Healthcare Research and Quality y utilizada en Estados Unidos para evaluar la cultura de
seguridad de paciente entre los trabajadores de las farmacias comunitarias. Este cuestionario ha sido adaptado
para su utilizacion en el contexto de los Servicios de Farmacia Hospitalaria (SFH) en otros paises. Sin embargo,
atn no se ha implementado en los SFH espafioles por no disponer de una versién aplicable en Espafia. Se plantea
este proyecto para adaptar y consensuar el CPSOPSC para su posterior utilizacién como herramienta de mejora en
la seguridad del paciente de las farmacias hospitalarias en Espafia.
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Meétodos: Estudio no clinico a desarrollar en diferentes fases: Solicitud de permisos correspondientes, revisién de
la literatura para identificar estudios sobre el uso del CPSOPSC en farmacias hospitalarias, adaptacion de las
preguntas del cuestionario al contexto sociocultural, consenso de las preguntas mediante metodologia Delphi-
Rand/UCLA con un panel de expertos en seguridad del paciente. Los expertos son farmacéuticos hospitalarios
que evaluaran el cuestionario adaptado en varias rondas, utilizando una escala de Likert y talleres telematicos
para ajustar las preguntas. Finalmente, se desarrollara una aplicacién informatica para la implementacién,
cumplimentacién y explotacién de datos del cuestionario.

Discusion: La adaptaciéon del CPSOPSC a las farmacias hospitalarias en Espafia puede constituir una herramienta
Gtil para medir la cultura de seguridad del paciente en este contexto. A través de la metodologia Delphi-Rand/
UCLA, se asegura un consenso experto y la relevancia del cuestionario. Por otra parte, la creaciéon de una
aplicacion informatica facilitara la recoleccion y el andlisis de datos, promoviendo su uso entre los profesionales.
El cuestionario obtenido tras este proyecto podra identificar necesidades especificas y areas de mejora en las

farmacias hospitalarias espafiolas, siendo ttil para futuras acciones de mejora en la seguridad del paciente.
© 2024 Sociedad Espafiola de Farmacia Hospitalaria (S.E.F.H). Publicado por Elsevier Espafia, S.L.U. Este es un
articulo Open Access bajo la licencia CC BY-NC-ND (http://creativecommons.org/licenses/by-nc-nd/4.0/).

Introduction

Patient safety is a fundamental aspect of healthcare delivery,
encompassing pharmaceutical services. Research and development of
tools to assess and improve patient safety culture has increased in re-
cent years."? One such example is the Community Pharmacy Survey
on Patient Safety Culture (CPSOPSC), a questionnaire developed in the
United States by the Agency for Healthcare Research and Quality
(AHRQ) to assess patient safety culture in community pharmacies.> A
systematic review of its published results showed that, although phar-
macy staff highly value patient safety, more than half of the survey par-
ticipants identified areas for improvement.

Nevertheless, while the CPSOPSC has been translated into Spanish
by AHRQ, it has never been used in the field of hospital pharmacy in
Spain. In order to apply the questionnaire in a different setting, it is es-
sential to adapt it to ensure that the questions and concepts accurately
reflect the socio-cultural and organisational realities. Several authors
have already adapted and used the CPSOPSC in hospital pharmacies in
other countries. According to research conducted in Saudi Arabia and
Kuwait, this tool is reliable and reveals areas for improvement in safety
culture.>” An adaptation of the questionnaire showed mostly
favourable attitudes towards patient safety culture in China, highlight-
ing its importance and global application.®

The main objective of this study is to adapt and reach a consensus on
the CPSOPSC questionnaire for implementation in hospital pharmacy
services (HPS) in Spain. The Delphi-Rand/UCLA methodology, known
for its effectiveness in achieving consensus among experts, will be
used to ensure that the adaptations of the questionnaire are validated
by experts in patient safety.? In addition, the creation of a computer pro-
gramme for the collection of the final questionnaire will improve the ac-
cessibility and use of the questionnaire by allowing data collection and
analysis in an efficient, organised and convenient way.

This adaptation of the CPSOPSC questionnaire could contribute to
improving patient safety culture by raising staff awareness, assessing
the current status, identifying strengths and areas for improvement, ex-
amining trends in culture change over time, and evaluating the impact

Phase 1
Request for permission

Phase 2
Literature review

Phase 3

« Search for information in
available databases.

« Collaborative review of
findings by the research
team.

* Contact AHRQ to obtain
the necessary permission.

Questionnaire adaptation

* Research team workshop
with proposals.

* Adjustment of the
preliminary proposal.

of initiatives and interventions implemented, thus promoting continu-
ous action on patient safety.

Methods

This project is developed through the following non-clinical phases
(Fig.1).

Phase 1. Request for permission: Contact AHRQ to obtain the neces-
sary permission to modify the CPSOPSC questionnaire.

Phase 2. Literature review: Identification of research that has applied
CPSOPSC in HPS. Project researchers will search PubMed and Web of
Science databases. The keywords «Hospital Pharmacy» and «Community
Pharmacy Survey on Patient Safety» will be used, with no restrictions
on publication date or language. After the selection of relevant studies,
data will be extracted in terms of country, methodology of question-
naire adaptation, participants, and conclusions. These results will be
jointly reviewed by the research team and taken into account in the ad-
aptation of the CPSOPSC.

Phase 3. Questionnaire adaptation: Socio-cultural adaptation of
CPSOPSC questions through research team teleconference meetings, to
obtain a preliminary proposal as a starting point for consensus.

Phase 4. Questionnaire consensus: The Delphi-Rand/UCLA® methodol-
ogy will be used to achieve consensus among a panel of hospital phar-
macy experts who meet the following criteria: (1) Currently practising
professionals. (2) At least 5 years of professional experience in the
field of patient safety. (3) Relevant education in patient safety. (4) Max-
imum geographical distribution (professionals from different Autono-
mous Regions). A total of 12 experts will be selected to ensure a
diversity of opinions and to facilitate interaction during the meetings.

Several rounds of evaluation will be carried out using the Redcapce:
sup]® application. In the first round, the experts will receive a prelimi-
nary version of the adapted questionnaire and rate each question for
relevance and clarity using a 5-point Likert scale (1—question not ap-
propriate and/or unnecessary, to 5—question very appropriate and/or
necessary). They will be asked to provide additional comments or im-
provements to the questions if deemed necessary. After the first

Phase 4
Questionnaire consensus

Phase 5
Application development

* Selection of the expert
panel.

 First Delphi round.

* Collaborative workshop
with experts and
researchers.

* Design and programming
of the tool.

* Transcription of the final
questionnaire into the
application.

* Testing, adjustments and

* Second Delphi round.

* Second collaborative
workshop.

* Third Delphi round
(if necessary).

implementation.

Fig. 1. Phases for the adaptation and consensus of the Community Pharmacy Survey on Patient Safety Culture (CPSOPSC).
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round, a telematic workshop will be scheduled with the researchers and
the expert panel to present the results and assess the adaptation of the
wording of the questions according to the panellists' input. During the
workshops, the experts will not be aware of the ratings of the other
panel members, thus ensuring that the process is blinded.

In the second round, the revised version of the questionnaire will be
presented for further evaluation, with the aim of reaching a final con-
sensus on the questions of doubtful eligibility or those included after
evaluation in the first-round workshop. The results will be presented
in a second telematic workshop. A third round of consensus will only
take place if there is no agreement on any of the questions added after
the first round.

Phase 5. Application development: This phase involves transcription of
the finalised questionnaire into a computer application to facilitate its
implementation and completion.

It will also include the design and testing of the application. The ap-
plication will allow data to be collected, stored, and analysed efficiently
and securely, ensuring accessibility, and use by HPS staff.

Statistical analysis

The analysis of the data obtained through the Delphi-Rand/UCLA®
methodology will focus on assessing the degree of consensus among
the experts on each question of the questionnaire. Questions that re-
ceive a score of 4 or more from at least 75% of the panel members will
be considered appropriate and will be included in the final question-
naire. For questions where consensus is not reached in the first round,
the standard deviation or interquartile range of the responses will be
calculated to measure the discrepancy. Questions that receive a score
of 2 or less from at least 75% of the panel will be considered inappropri-
ate and will be removed from the final questionnaire.

Discussion

The availability of an adaptation of the CPSOPSC for use in the Span-
ish HPS may improve the culture of patient safety in this setting. After
reviewing the literature, we found no evidence of the use of the ques-
tionnaire in this context, which highlights the importance and novelty
of this study.

The CPSOPSC has been adapted in other countries. In Kuwait,
Abdallah et al.>® used a methodology that included initial translation
into Arabic, followed by review by a panel of bilingual experts and
pilot testing to ensure comprehension and relevance of the questions.
Similarly, in Saudi Arabia, Al-Surimi et al.” applied a translation and
back-translation methodology to ensure the linguistic equivalence of
the questionnaire. Subsequently, a group of experts reviewed and ad-
justed the questionnaire to ensure its cultural and contextual appropri-
ateness. Jia et al.® followed the same approach in China with a review by
a panel of experts and a pilot test to assess comprehension and appro-
priateness. In our case, we have the advantage that the CPSOPSC is
translated into Spanish by AHRQ itself. Therefore, only a cultural adap-
tation and expert consensus using the Delphi-Rand/UCLA® methodol-
ogy will be necessary to obtain a questionnaire that reflects the
specific realities and needs of our setting.

A noteworthy innovation of this study is the creation of a computer
programme for the use of the questionnaire. This tool will allow the col-
lection of data in an easy, simple, and secure way, enabling its analysis in
a complete and accurate manner. In addition, the digitalisation of the
questionnaire will help to promote its use among professionals. Another
added benefit is that it will allow users to make both aggregated and
anonymised comparisons with hospitals of similar complexity, allowing
them to identify the strengths and weaknesses of pharmacy services,
both individually and collectively. It is worth emphasising that there
are published safety questionnaires that successfully use this type of ap-
plication, such as the Self-Assessment Questionnaire on the Safe Use of
Medicines in Hospitals, which reinforces its usefulness.'®

Farmacia Hospitalaria xxx (Xxxx) XXX-XXx

There are some limitations that should be considered. The inherent
subjectivity of the Delphi-Rand/UCLA® methodology may influence the
results, as it depends on the opinions of the panel members. The selec-
tion criteria for the experts were designed to reduce this variability. In
addition, restricting participation in the expert panel to hospital phar-
macists may introduce bias by excluding the perspectives of other pro-
fessionals involved in HPS, such as nurses or pharmacy technicians. In
the event of a blind break in the assessment of panel members, the
event will be documented and potential bias will be assessed to take
corrective action, such as revising the affected questions. On the other
hand, the use of the software application, although innovative, may
present a technological barrier to access. A user guide will be developed
to minimise this limitation.

In conclusion, the adaptation of this already consolidated tool to the
Spanish HPS can help to identify specific needs and areas for improve-
ment. This could be useful for proposing future projects aimed at im-
proving patient safety.

Ethical responsibilities

The rules of good clinical practice and Organic Law 3/2018, on the
protection of personal data and guarantee of digital rights, will be
applied to the conduct of the study. Personal data will be handled in
accordance with current confidentiality regulations. The promoter is
the sole owner of the study data and no data will be shared with
third parties without his consent. The principal investigator and the
designated statisticians will have access to the original data stored
in the Redcap® server of the Spanish Society of Hospital Pharmacy.
As a non-clinical study, it does not need to be reviewed by a research
ethics committee; however, it will follow the relevant ethical
standards.
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