Article distributed under the Creative Commons Attribution-NonCommercial-NoDerivs 4.0 International (CC BY-NC-ND 4.0) license

Moura ADS, Tavares NUL, Silva WBD, Lima RF, Santana FS. Development and Validation of an Instrument to Assess Clinical
Competencies in the Management of Self-Limiting Health Conditions (Psal-Brazil). 2025 Jan-Marc;23(1):3029.
https://doi.org/10.18549/PharmPract.2025.1.3029

Original Research

Development and Validation of an Instrument to Assess Clinical
Competencies in the Management of Self-Limiting Health
Conditions (Psal-Brazil)

Audinei de Sousa Moura , Noemia Urruth Ledo Tavares , Wellington Barros da Silva  , Rodrigo Fonseca Lima
Rafael Santos Santana

Received (first version): 04-May-2024 Accepted: 16-Aug-2024 Published online: 20-Mar-2025

Abstract

Background: The management of self-limiting health conditions (PSAL) is a service generally performed by professional pharmacists in community
pharmacies, which directly impacts in the reduction of demand for other levels of care in the public health system. To achieve this, pharmacists must
invest in their continued education in order to further develop their clinical skills. Objective: To develop and validate a clinical skills assessment instrument
to be used to train pharmaceutical professionals and undergraduate students to manage self-limiting health conditions. Methods: Firstly, the assessment
instrument was developed, based on a literature review. Then, the instrument was validated using the Delphi Method. Experts were invited to evaluate
the instrument on five criteria. For content validation, the Content Validation Index (CVI) was calculated and items were considered validated if the CVI
> 0.80. For internal consistency analysis, Cronbach’s Alpha was used. Results: Of the 26 invited experts, 19 participated in the first round and 17 in the
second. Items (13) Monitoring and (14) Verbal communication, from the initial version, did not reach consensus in terms of objectivity (0.79) and clarity
(0.79), respectively. After the changes suggested by the experts were made, a second round was carried out, in which all items reached consensus, CVI
> 0.80. Other suggestions were accepted and the final version of the instrument addressed 15 questions to analyze the quality of the service and one
question to assess the level of clinical skills development, as initial, intermediate or advanced. The Cronbach’s Alpha average increased significantly from
the first to the second round. Conclusion: The PSAL-BRASIL assessment instrument was validated with a desirable level of consensus and demonstrated a
level of internal consistency classified as almost perfect, seeking to be a reference in the development of clinical skills necessary for pharmaceutical care
of self-limiting health conditions.
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INTRODUCTION of the disorders presented, so that pharmacological and non-
pharmacological interventions can be carried out as well as the
identification of warning signs that require referral to other
professionals or health services, when needed.! Studies show
that the management of PSAL in the community pharmacy
by a trained professional has a direct impact on reducing the
demand for other levels of care in the public health system,
with a decrease in the demand for medical consultations for
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The management of self-limiting health conditions (referred
to as PSAL in Portuguese) is a service generally performed by
a professional pharmacist in accordance with patient demand
in community pharmacies. In the performance of said service,
the usual procedure is to identify the causes and characteristics

To this end, pharmacists must invest in their continued
education in order to further develop their clinical skills,
which not only helps them to establish a bond of trust with
the patient but also directly impacts the rational use of over-
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Simulations, as active learning methodologies, are essential
in pharmacy training, as they are known to improve student
satisfaction in regards to the matter under study, to increase
safety in care, to increase effectiveness in solving problems
related to medications as well as to improve interpersonal
relationships between professionals and patients.®

There are few scientific studies that validate assessment
tools for pharmaceutical clinical skills. Therefore, the goal of
this study was to develop and validate a clinical competence
assessment instrument for pharmaceutical professionals
and undergraduate students in managing self-limited health
conditions.

METHODS
Study design

This is a methodological development study, with a descriptive
character and a qualitative approach. A process of development
and validation of the assessment instrument entitled PSAL-
BRASIL: Assessment of Clinical Competencies for the
Management of Self-Limiting Health Conditions was carried
out in two parts, namely: (1) methodological development of
the instrument; and (2) validation by a panel of experts using
the Delphi method, according to the steps described below.

Stage | - Methodological Development of the Assessment
Instrument

The methodological development of the assessmentinstrument
was carried out in Brasilia, Federal District, Brazil, from
December 2021 until February 2022. The first stage consisted
of the development of the instrument’s initial proposal based
on a broad review of the literature on the topic as well as the
vast numberof studies previously carried out within the scope
of the “Evidence-Based Pharmacy” project.?*

Preparation of the Assessment Instrument

The instrument was developed by the team of researchers
from the Evidence and Pharmaceutical Studies Laboratory
of the University of Brasilia (LEFAR-UnB), which had already
published a series of clinical guidelines for pharmaceutical care
in self-limiting health conditions (<https://www.lefarunb.com.
br/diretrizes-cl%C3%ADnicas>).

The instrument and previous guidelines had their structure
divided into stages recommended by national projects to be
followed in pharmaceutical care, starting with a preliminary
stage of (1) welcoming the patient, followed by the stages
of (2) case assessment, (3) establishment of a care plan and
(4) monitoring guidelines.! In addition, questions about
verbal and non-verbal communication were included in the
qguestionnaire. The instrument was developed to be applicable
to the management of different types of self-limiting health
conditions.

Review of the Instrument’s Content

Focus group meetings to review the content of the instrument
were held with expert researchers in the field, in order to

adapt the instrument for use in assessing clinical skills in
realistic simulations of the management of self-limiting health
conditions.

Based on the skills to be developed by pharmaceutical
professionals to care for patients in the context of a
pharmaceutical consultation, the content of the instrument
was reviewed by laboratory members and then tested by the
group itself. Furthermore, pre-tests were carried out with
groups of pharmacy professionals and students to improve the
instrument for its practical use.

Stage Il - Validation of the Assessment Instrument

The validation of the instrument followed the Delphi Method
of content validation by experts, which was chosen due to its
advantages, such as the possibility of flexible application in
different regions at the same time, as well as the application
to specialists in the area with different backgrounds and
the guarantee of anonymity, so that thoughts and opinions
would not be influenced by peer pressure and prejudice. In
order for there to be credibility, reliability and validity of the
results found, methodological rigor is necessary in applying
the method.’>*®Although there is no specific checking system
for the Delphi Method, the study was prepared based on the
standard recommendations of Guidance on Conducting and
Reporting Delphi Studies (CREDES) reports.”’

Expert panel selection

The experts were selected based on research carried out in
scientific articles in the area, as well as in the CV database
available on an online platform (Lattes Platform — CNPq). For
this, pharmaceutical professionals with experience and/or
publication of scientific articles in the area of interest were
selected. The sample was formed by convenience so that
pharmacists from all regions of Brazil were invited to participate
in the research via email, and, when necessary, there was a
second attempt at getting in touch through a messaging app.
The snowball sampling technique was applied and experts who
participated in the validation were invited to nominate other
experts who met the inclusion criteria.!®

It is noteworthy that participants with expertise in the
researched subject were included in the sample: pharmacists
with experience in managing self-limiting health conditions
or postgraduate pharmacists with research in the areas of
pharmaceutical care, clinical pharmacy, management of self-
limiting health conditions and/or pharmaceutical prescription.
Researchers involved in the development of this research were
not included in order to avoid conflict of interest.

In total, 26 pharmacists were invited, including PhD and
Master’s title holders and specialists. In the first contact made,
each selected pharmacist was sent a Cover Letter, containing
an explanation of the research project and formalizing the
invitation to join the experts’ panel. The Free Prior Informed
Consent Term (known as TCLE in Portuguese) was sent as
an attachment, which should be completed and returned
alongside their email response, in order to guarantee the
confidentiality of the instrument developed.
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After agreeing to participate in the panel, the electronic form
was sent to the experts with an initial part, which contained
sociodemographic questions, and the questionnaire to validate
the instrument, with specific instructions for evaluation and
completion. In order to guarantee anonymity in the evaluations
of the instrument, the experts were not aware of the other
participants’ answers.

Data collection

The criteria used to evaluate the attributes of each question in
the assessment instrument were:202!

® Representativeness — The ability of the item to represent
the content of the domain as described in the theoretical
definition. To what extent does each instrument item measure
the clinical skills referenced by the assessment?

e Clarity—Theitemis writtenin aclear, simple and unambiguous
way. How clear is the item to you?

® Objectivity — Allows timely response. How objective is the
item in relation to the skill it is intended to assess?

® Accuracy — Each assessment item is distinct from the others,
they cannot be mistaken among themselves.

® Relevance — Does not imply an attribute that differs from
what was defined.

Each of the instrument’s questions was followed by the criteria
to be evaluated with scores represented by the numbers 1, 2, 3
and 4. Therefore, a value of one (1) indicates that the criterion
was not met by the question, and a value of four (4) indicates
that the criterion was fully met by the question. Space was
provided for experts to suggest ways to improve the item.

The Delphi technique

The Delphi technique was applied in rounds, there being
established a minimum of two rounds, which continued until
a consensus was reached among experts. In the first round,
the instrument validation form mentioned above was made
available to the judging experts, in which they were invited to
complete and send the response within a maximum period of
20 days, which was extended for another 10 days, so that the
greatest number of experts could participate.

The items with possible answers on a scale of 1 to 4 were
condensed into a dichotomous scale of YES or NO, so that the
answers corresponding to numbers 1 and 2 were considered
negative (NO), indicating that the question did not reach the
criterion judged, and answers with numbers 3 and 4 were
considered positive (YES), indicating that the criterion was
reached satisfactorily by the question.

Items with subjective responses were summarized to generate
alist of experts’ comments on each question and the comments
were analyzed individually. These comments were taken into
account when reviewing the instrument’s evaluative items.

Definition of Consensus

A level of consensus among experts is defined as reaching
80% or more agreement for each question. For this purpose,

the Content Validation Index (CVI) was calculated from the
ratio between the number of “3” or “4” responses and the
total number of responses so that the items were considered
validated if the CVI presented a value greater than 0.80.%

Second round

After evaluating the responses from the first round and
defining the level of consensus regarding the questions, a
second round of the Delphi technique was applied, in which a
second version of the form was sent to the experts. The items
were modified to meet the comments made by the experts,
considering that acceptance of the suggestion was moderated
by the researchers who developed the instrument.

The judging experts had to evaluate these items using the
same previous criteria (representativeness, clarity, objectivity,
accuracy and relevance); in the second round there was
no space for comments on the items. The deadline given to
experts to respond in this round was a maximum of 10 days.
Periodic reminders were sent to obtain as many responses as
possible within the given period.

If there was still disagreement and consensus was not reached
on any of the items (CVI < 0.80), new rounds would be initiated,
depending on the level of divergent responses and the number
of items not approved. This way, the stopping point would be
the consensus of all items (regardless of the number of rounds).

Statistical methods

The items present in the assessment instrument were analyzed
quantitatively based on the calculation of the CVI, as previously
described, in each of the rounds of the Delphi Method. The
data obtained were exposed using descriptive statistics, based
on the calculation of the mean and the percentage.

As a measure of consistency between evaluators, an internal
consistency measure was performed using the Cronbach’s
Alpha method calculated using the R software.” To interpret
the Alpha coefficient, the following categories were considered:
almost perfect (> 0.8), substantial (between 0.61 and 0.8),
moderate (between 0.41 and 0.60), reasonable (0.21 and 0.40)
and low (<0.21).%

Ethical aspects

The research project was approved by the Research Ethics
Committee of the Faculty of Health Sciences (CEP/FS) of the
University of Brasilia, on December 16, 2021, with the approval
opinion number 5,171,224 (CAAE: 42517920.9. 0000.0030).

RESULTS
Methodological Development of the Assessment Instrument

The methodological development stage resulted in an
assessment instrument entitled PSAL-BRASIL: Assessment of
Clinical Competencies for the Management of Self-Limiting
Health Conditions, which was constructed with 15 questions to
analyze the quality of the service: Hospitality (1), Assessment
(3), Care Plan (8), Monitoring (1) and Communication (2), in
addition to a question to evaluate the simulated pharmacist’s
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general performance level (clinical skills), as presented in Table
1.

Table 1. Evaluation domains and questions of the PSAL-BRASIL: Assessment
of Clinical Competencies for the Management of Self-Limiting Health
Conditions instrument
Evalua.tlon Assessment Instrument Questions
Domain
Hospitality 1. Hospitality and presentation
2. Definition of the health condition
Assessment 3. Pharmaceutical history
4. Measurement of vital signs; Physical and laboratory
examinations
5. Therapeutic goals and objectives
6. Prevention and health promotion actions
7. Non-pharmacological interventions
8. Pharmacological intervention (necessary)
Care Plan
9. Pharmacological intervention (effective)
10. Pharmacological intervention (safe)
11. Guidelines for using medications
12. Warning signs and referrals
Monitoring 13. Monitoring
14. Verbal communication
Communication
15. Non-verbal communication
Clinical skills 16. General evaluation
SOURCE: Elaborated by the authors.

The instrument was developed with a three-point assessment
scale, the aim of which was to allow simplicity in the examiner’s
response. The evaluation of the clinical performance of the
simulation participant, the simulated pharmacist, was defined
based on whether or not each of the evaluated items was
fulfilled, so the judgment would be: (0) Did not perform —
indicating that the simulation participant did not perform the
aforementioned step of care; (1)

Performed incompletely — indicating that they performed, but
not satisfactorily or completely and (2) Performed satisfactorily
— indicating that the participant met completely the skill
measured by the item.

Validation of the Assessment Instrument
Characterization of the expert panel

26 pharmacists were recruited from the five geographic
regions of Brazil. Of those invited, 19 agreed to participate
in the first round and sent the evaluation of the instrument,
which represents a return rate of 73%. In the second round, 17
experts sent their responses, a return rate of 89% of the first
round participants.

When characterizing the place of professional activity,
there was a predominance of pharmaceutical researchers
in the area (university professors), followed by clinical and
community pharmacists, which is a positive aspect, due to

their daily coexistence with pharmaceutical care services. The
characterization of the participants is described in Table 2.

Development of the Delphi Technique

The results obtained in each of the validation rounds using
the Delphi Technique and the data referring to the calculation
of internal consistency (Cronbach’s Alpha) for each criterion
evaluated are described in Table 3.

It can be noted in the previous table that most of the questions
reached a favorable consensus among experts greater than
80%, except for items (13) Monitoring, which did not reach
consensus on the objectivity criterion (79%), and item (14)
Verbal communication, which did not reach consensus in terms
of the clarity criterion (79%). The topics most discussed in the
experts’ comments and suggestions are described in Table 4.

Chart 1 below highlights the changes that were made by the
team responsible for developing the instrument, based on the
evaluation of the experts’ suggestions.

The order of the items on verbal and non-verbal communication
(which became items 14 and 15) was changed, as their location
in the Hospitality stage was questioned by the experts, as it
was understood that communication occurs throughout the
service, and therefore, must be evaluated at the end of the
simulation. The items were placed in their own category. A
new electronic validation form was then created and sent in a
second round to the experts. In the second round, all proposed
items reached consensus (Table 3).

The effect of the experts’ evaluations and comments was
positive and the results were reliable for evaluating each of
the criteria. The mean Cronbach’s Alpha increased significantly
from the first round (alpha = 0.745,I1C(95%): 0.586-0.904) to
the second round (alpha = 0.896, IC(95%): 0.853-0.939). The
final version of the PSAL-BRASIL assessment instrument is
represented in chart 2.

DISCUSSION

The instrument developed in this research, in the form of
a standardized and validated questionnaire, seeks to be a
reference in the training of pharmaceutical professionals and
pharmacy graduates in the assessment of clinical skills for
managing self-limiting health conditions (PSAL), also assisting
in decision making to pharmaceutical prescription. Content
validation for online courses has been successfully used in
studies, in order to obtain an improvement in educational
intervention.” There is also evidence that the use of protocols
for the care of PSAL in community pharmacy increases patient
safety, being, therefore, a contribution by the pharmacist to
the public health system, as it assists in supported self-care or
even in the process of responsible self-medication.?

The Delphi Technique is widely used in pharmaceutical
practice research, validations with this technique can
be found in articles that seek to develop standardized
counseling instruments for young people when prescribing
pharmaceutical contraceptives,®® to establish a consensus

4

www.pharmacypractice.org (elssn: 1886-3655 ISSN: 1885-642X)

© the Authors


https://creativecommons.org/licenses/by-nc-nd/4.0/
https://creativecommons.org/licenses/by-nc-nd/4.0/
http://www.pharmacypractice.org/

Moura ADS, Tavares NUL, Silva WBD, Lima RF, Santana FS. Development and Validation of an Instrument to Assess Clinical
Competencies in the Management of Self-Limiting Health Conditions (Psal-Brazil). 2025 Jan-Marc;23(1):3029.
https://doi.org/10.18549/PharmPract.2025.1.3029

Table 2. Characterization of the experts who participated in the validation process using the Delphi Method
First Round Participants (N= 19) Second Round Participants (N = 17)

Characteristic

% n % n
Gender
Female 78,9% 15 82,4% 14
Male 21,1% 4 17,6% 3
Age
20 - 30 years 42,1% 8 47,1% 8
31-40years 36,8% 7 35,3% 6
41 - 50 years 21,1% 4 17,6% 3
Level of academic training
PhD title holder 78,9% 15 76,5% 13
Master’s title holder 15,8% 3 17,6% 3
Specialization 5,3% 1 5,9% 1
Time working as a professional
Less than 5 years 21,1% 4 23,5% 4
6 to10 years 21,1% 4 23,5% 4
11 to 20 years 47,4% 9 41,2% 7
21 to 30 years 10,5% 2 11,8% 2
Region of Brazil in which they perform
Southeast 36,8% 7 35,3% 6
Midwest 26,3% 5 23,5% 4
North East 26,3% 5 29,4% 5
North 5,3% 1 5,9% 1
South 5,3% 1 5,9% 1
Type of institution of activity
Public 73,7% 14 70,6% 12
Public and Private 15,8% 3 17,6% 3
Private 10,5% 2 11,8% 2
Place of professional activity
College Professor 68,4% 13 70,6% 12
Clinical Pharmacist 15,8% 3 17,6% 3
Community Pharmacist 10,5% 2 11,8% 2
Pharmacist Manager 5,3% 1 0% 0

SOURCE: Elaborated by the authors

Table 3. Summary of the Content Validation Index (CVI) in the first (1st) and second (2nd) round of the Delphi Technique and Cronbach’s Alpha.
SOURCE: Elaborated by the authors
Criteria

Assessment Instrument Questions Representativeness Clarity Objectivity Accuracy Relevance

1t 2 1 2nd 1 2n 1t 2nd 1 2
1. Hospitality and presentation 0,89 1,00 0,84 1,00 0,84 0,94 1,00 0,94 0,84 1,00
2. Definition of the health condition 0,95 1,00 0,84 1,00 0,84 0,94 0,95 0,94 0,95 1,00
3. Pharmaceutical history 0,95 1,00 0,89 1,00 0,89 0,88 0,95 0,94 1,00 1,00
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4. Measurement of vital signs; Physical 1,00 1,00 0,89 1,00 0,95 0,94 0,95 0,94 1,00 1,00
and laboratory examinations
5. Therapeutic goals and objectives 1,00 1,00 0,95 1,00 0,89 0,94 1,00 1,00 0,95 1,00
6. Prevention and health promotion 1,00 1,00 0,89 1,00 1,00 1,00 1,00 1,00 | 1,00 | 1,00
actions
7. Non-pharmacological interventions 1,00 1,00 0,84 1,00 0,95 1,00 1,00 1,00 0,95 1,00
8. Pharmacological intervention 1,00 1,00 1,00 0,94 0,89 1,00 1,00 1,00 0,95 1,00
(necessary)
9. Pharmacological intervention 1,00 1,00 0,95 0,94 0,95 1,00 1,00 1,00 | 095 | 094
(effective)
10. Pharmacological intervention (safe) 1,00 1,00 1,00 0,94 0,95 1,00 1,00 1,00 0,95 1,00
11. Guidelines for using medications 1,00 1,00 0,95 0,94 1,00 0,94 1,00 0,94 0,95 0,94
12. Warning signs and referrals 1,00 1,00 0,95 1,00 0,89 0,94 1,00 0,94 0,95 0,94
13. Monitoring 1,00 1,00 0,84 1,00 0,79* 1,00 1,00 1,00 1,00 1,00
14. Verbal communication 0,84 1,00 0,79* 1,00 0,89 1,00 1,00 1,00 0,95 1,00
15. Non-verbal communication 0,89 1,00 0,84 1,00 0,95 0,94 1,00 0,94 0,95 1,00
16. General evaluation 1,00 0,94 0,95 0,82 0,84 0,88 1,00 0,94 1,00 0,94
Cronbach’s Alpha 0,90 0,95 0,74 0,87 0,75 0,88 0,55 0,91 0,79 0,87
Internal consistency Almost Almost Substantial Almost Substantial Almost Moderate Almost | Almost | Almost
perfect perfect perfect perfect perfect | perfect | perfect

* Items with CVI<0.80 that did not reach consensus in the first round

Table 4. Summary of comments and suggestions from experts on the PSAL-BRASIL assessment instrument in the first round of the
Delphi Technique

Comment category Quantity (N = 163)
Rewrite (105)

Include term 42
Separate or merge item 26

Explain term 19

Delete term 8

Rewrite item 10

Evaluation (19)

Change rating scale terms 11
Describe the evaluation criteria 8
Clarity (18)

Improve item understanding 14
Change or describe a term 4
Structure (16)

Change order of items 16

Grammar (04)

Grammatical corrections 4
Obijectivity (01)
Make the item more objective 1

SOURCE: Elaborated by the authors
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Chart 1. Initial and final version of the questions of the PSAL-BRASIL: Assessment of Clinical Competencies for the Management of Self-Limiting Health Conditions
instrument.

First Round Version

Second Round Version

Did they greet the patient? Did they introduce themselves and explain the
service adequately?

Have they greeted the patient, introduced themselves and explained the
service adequately?

Did they clearly define or confirm the health condition?

Have they clearly defined or confirmed the patient’s self-limiting health
condition or chief complaint?

Did they use the INDICO technique or take a correct pharmaceutical history,
using essential questions to evaluate the condition?

Have they carried out the pharmaceutical anamnesis correctly, using
techniques (such as INDICO*) or essential questions to assess the clinical
picture?

Did they perform adequate physical/laboratory examinations and/or check
vital signs (if applicable)?

Have they measured the patient’s vital signs or performed other physical/
laboratory exams appropriately (if applicable)?

Did they clearly define the therapeutic objectives/goals for management?

Have they clearly defined the therapeutic objectives/goals for managing the
health condition?

Did they adequately carry out prevention and health promotion actions?

Have they advised on measures to prevent new episodes of the current
situation and health promotion actions?

Did they correctly indicate non-pharmacological interventions such as health
practices and products?

Have they correctly indicated non-pharmacological interventions to manage
the current situation, such as health practices and products?

Did they recommend a medication necessary to the treatment?

Have they recommended a pharmacological treatment necessary to the
management of the self-limiting health condition?

Did they select the most effective pharmacological treatment for the patient?

Have they selected the most effective pharmacological treatment available
for the self-limiting health condition?

Did they select the safest pharmacological treatment for the patient?

Have they selected a safe pharmacological treatment for the patient?

Did they correctly guide the patient on how to use medications (dosage, care,
possible events, etc.)?

Have they correctly guided the patient on how to use the medication(s)?

Did they know how to identify warning signs and/or carry out referrals
appropriately?

Have they known how to analyze the warning signs and, when necessary,
how to carry out referrals appropriately?

Did they guide the patient on the correct way to self-monitor and/or schedule
a new appointment to reevaluate the health problem?

Have they defined with the patient the best way to evaluate results (self-
monitoring or active monitoring by the pharmacist)?

Verbal communication: Did they use open and closed questions at the
appropriate time? Did they speak clearly to the patient without using
technical jargon or explaining technical terms when necessary?

Verbal communication: Have they spoken clearly to the patient, without the
use of technical jargon or explaining technical terms when necessary?

Non-verbal communication: Were non-verbal expressions such as gestures,
posture, active listening, empathy, non-violent communication and other
communication resources well used?

Non-verbal communication: Were non-verbal communication expressions
and skills such as gestures, posture, attentive gaze, active listening and
empathy used appropriately?

In general, evaluate the performance of the simulated pharmacist:

In general, what is the level of performance of the clinical skills demonstrated
by the simulated pharmacist: (At this stage, the sum of the previous questions
must be carried out and, according to the score, a level of skills development
must be assigned)

O Bad

O Reasonable

0 00-10 points - Initial Skills (introductory phase)

O Good 0 11-20 points - Intermediate Skills (development phase)
O Very Good 0 21-30 points - Advanced skills (improvement phase)
O Excellent

SOURCE: Elaborated by the authors.
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Chart 2. Final version of the “PSAL-BRASIL: Assessment of Clinical Competencies for the Management of Self-Limiting Health Conditions” instrument.

PSAL-BRASIL: Assessment of Clinical Competencies for the Management of Self-Limiting Health Conditions

This instrument aims to evaluate the clinical skills presented by participants in the development of a simulated clinical case regarding the management of self-
limiting health conditions.

In this step, you will evaluate the skills demonstrated by the simulated pharmacist.

Fill out instructions, use value:

0. Did not perform - When the pharmacist did not perform the step indicated in the item

1. Performed incompletely - When the pharmacist did not perform one or more steps of the item or when they performed it unsatisfactorily

2. Performed satisfactorily - When the pharmacist performed the item completely

NOTE: Not applicable - It should only be used when an item does not apply to the clinical case in question and in these cases a score of 2 points should be
assigned.

Previous Stage — Hospitality: 012

1. Have they greeted the patient, introduced themselves and explained the service adequately? 00O
Stage 1 — Evaluation: 012
2. Have they clearly defined or confirmed the patient’s self-limiting health condition or chief complaint? 000
3. Have t_hey carried out the pharmaceutical anamnesis correctly, using techniques (such as INDICO*) or essential questions to assess the 000
clinical picture?

4, Have they measured the patient’s vital signs or performed other physical/laboratory exams appropriately (if applicable)? 000
Stage 2 — Care Plan: 012
5. Have they clearly defined the therapeutic objectives/goals for managing the health condition? 0o00o
6. Have they advised on measures to prevent new episodes of the current situation and health promotion actions? 00O
7. Have they correctly indicated non-pharmacological interventions to manage the current situation, such as health practices and products? 000
8. Have they recommended a pharmacological treatment necessary to the management of the self-limiting health condition? 000
9. Have they selected the most effective pharmacological treatment available for the self-limiting health condition? 0o0o0o
10. Have they selected a safe pharmacological treatment for the patient? 000
11. Have they correctly guided the patient on how to use the medication(s)? 000
12. Have they known how to analyze the warning signs and, when necessary, how to carry out referrals appropriately? 000
Stage 3 — Monitoring: 012
13. Have they defined with the patient the best way to evaluate results (self-monitoring or active monitoring by the pharmacist)? 00O
Communication: 012
14. Verbal communication: Have they spoken clearly to the patient, without the use of technical jargon or explaining technical terms when 000
necessary?

]:5. an-verbal communication: Were non-verbal communication expressions and skills such as gestures, posture, attentive gaze, active 000
listening and empathy used appropriately?

16. In general, what is the level of performance of the clinical skills demonstrated by the simulated pharmacist: (At this stage, the sum of the

previous questions must be carried out and, according to the score, a level of skills development must be assigned)

O 00-10 points - Initial Skills (introductory phase)

0 11-20 points - Intermediate Skills (development phase)

O 21-30 points - Advanced skills (improvement phase)

*Pharmaceutical anamnesis technique using the acronym INDICO: Patient identification; Nature of signs and symptoms; Duration; Have they initiated any
treatment; Comorbidities; and Other situations.
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on diagnostic criteria,?” to determine resources necessary to
reduce medication errors in intensive care?® and in the search
for characteristics necessary to provide good services in
community pharmacies.?

Inthis research, experts were selected based on their experience
with the topic covered and research practice in the area
studied, using references in literature and research centers. The
experts who agreed to participate in the process were invited
to nominate other individuals who they considered capable of
participating in the panel, using a sampling technique called
snowball. According to the literature, this type of sampling is
important to access groups considered difficult to research,
as well as when there is no way of specifying the number of
individuals in the sample.*®

Of the 26 experts invited to participate in the validation, 73%
(19) answered the first round questionnaire. Note that the
experts’ response rate was consistent with the literature, in
which this observed rate is, on average, 80%.%° In a literature
review, it was observed that the number of experts who
agreed to participate in the first round varied between five and
161.% In the second round, we achieved a significant return of
the questionnaires, in comparison to the first round, of 89%
(17/19), higher than that observed in the literature, given that,
on average, expert returns drop to only 50%.'° Another study
shows a similar decrease from the first to the second round,
where 14 and 12 experts participated, respectively.?®

Inthe first round of the Delphi, it was observed that 14 of the 16
items reached consensus among experts, which was promising
in comparison to other studies. An article that validated the
content, using the Delphi technique, of an online course on
the use of antibiotics for respiratory tract infections developed
for pharmacists and community doctors, obtained consensus
in the first round on only 4 of the 8 items evaluated.”® This
was observed also in the development of a questionnaire on
the adherence of asthmatic patients, in which of the 31 items
evaluated, only 13 reached consensus in the first round.*

Item (13) Monitoring was assessed with low objectivity (CVI
= 0.79), as it had more than one question in the same item,
so the item was rewritten to condense the question into one.
Item (14) Verbal communication was evaluated with low clarity
(CVI = 0.79), to improve understanding, the question was
summarized, removing the part considered ambiguous. In the
literature, problems with the clarity of items under validation
were also observed, this occurred because the items did not
make clear which criteria the evaluator should use to judge the
performance of that action.3!

The items on non-verbal and non-verbal communication
activities reached consensus in the second round. Studies show
that communication assessment is essential during clinical
care; however, a literature review noted a scarcity of validated
instruments capable of assessingcommunication skills, as well as
on questioning how the teaching and assessment of these skills
has been introduced in the training of health professionals and
which instruments are used for this purpose.3? This reinforces
the importance of PSAL-BRASIL by including questions about

communication skills in clinical training.®

Inthe second round, all questions in the assessment instrument
achieved consensus on the five criteria evaluated (CVI = 0.80).
Contrary to what occurred in another study, in which two of the
seven cases evaluated were not validated.? As proposed in the
methodology of this research, the items would be submitted
to the necessary number of rounds until reaching consensus
and, in this case, two rounds were sufficient. The same cannot
be observed in other studies in which several rounds are
sometimes necessary.?628:33

After the experts’ suggestions, a change was made to the
last question of the instrument, regarding the student’s
general performance. As they considered the assessment of
performance on a five-point Likert scale to be very subjective,
the new proposal required the summation of the score obtained
in each activity performed by the simulated pharmacist in
the previous 15 questions, so that the total points would be
translated into initial, intermediate and advanced clinical skills
levels.?* Thus, when the majority of responses were “0. Did
not perform”, it was considered that the student assessed still
presented initial skills and when most of the answers were “2.
Performed satisfactorily”, it was considered that the student
being evaluated had advanced skills.

A psychometric analysis confirmed the existence of internal
consistency based on the Cronbach’s Alpha calculation. In the
first round, the Cronbach’s Alpha average was 0.745 (IC (95%):
0.586-0.904), increasing significantly in the second round to
0.896 (IC(95%): 0.853-0.939), this value is considered almost
perfect. A similar increase was observed in the validation of
an instrument with scales of clinical criteria for the clinical
diagnosis of carpal tunnel syndrome, in which Cronbach’s Alpha
increased from 0.86 in the first round to 0.91 in the second.”

In the literature, models of questionnaires and checklists
were found, such as, for example, an assessment tool for the
development of clinical skills in pharmaceutical care, using
the OSCE method (Objective Structured Clinical Examination
— ECOE, in Portuguese),® forms to be used as support in the
pharmaceutical dispensing of prescribed medications®® and
in the standardization of indicators for pharmacotherapeutic
monitoring in outpatients.?” As well as the development and
validation of a checklist to assist the pharmacist in preparing a
patient care intervention report (PaCIR, in Portuguese).®

However, there is a lack of validated instruments that target
self-limiting health conditions in the context of community
pharmacies. Therefore, the questions developed in this
instrument we propose will allow for the development of skills
that boost the pharmacist’s confidence while greeting the
patient appropriately, identifying health problems and, thus,
drawing up a care plan. Moreover, the pharmacist will be able
to define alongside the patient which actions help monitor
the complaint, in order to improve self-care. The development
of clinical skills during graduation and the continued training
of professionals are demands perceived by academics and
pharmacists themselves, who feel insecure in carrying out
clinical activities.?%
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In order for the development of clinical skills to be possible, it
is necessary to use tools that can objectively measure these
skills. To achieve this, it is important to establish assessment
instruments that are reliable and reproducible. The assessment
of clinical skills must also have an educational and training
nature, so that students can learn from the tests and receive
feedback, which lead to the further development of their
knowledge and skills. Clinical simulations are expanding tools
and as these simulations become necessary and accessible,
training and undergraduate courses will need to adopt
assessment practices that provide better evidence of the
effectiveness of the content, as opposed to merely subjective
assessments. 04

Therefore, the goal of the present instrument is to bring
professionals greater clarity and security in the pharmaceutical
service process. In this way, it allows the student under
training to practice skills that are required in the clinical
context, as well as to receive feedback on their actions with
simulated patients, as a measure to avoid the wear and tear
and unpredictability of real patients.** The use of standardized
patients for the simulation of pharmaceutical services enables
the standardization of teaching-learning, which allows the
student to make mistakes in an academic context, so that
the error does not harm real patients and takes place in an
environment where it can be evaluated and improved.®®

Even though it is widely used in the literature, the Delphi
method is not free of limitations. Potential biases may occur
in the selection of the expert panel and the limited response
time for the forms, in addition to the lack of determination of
the methodology prior to the study, are limitations that should
be consider. To minimize these effects in the present study,
measures were adopted, such as clearly defining the goal of
the study, clearly determining the criteria for selecting experts,
defining consensus, noting the need for rounds until consensus
is reached as well as the insurance of anonymity. Moreover, the
development process of the initial questionnaire, the changes
made to the items after each round and the final model of the
instrument were addressed.!>?

CONCLUSION

The PSAL-BRASIL assessment instrument was validated by a
panel of experts and achieved consensus on all items assessed
after two rounds, as well as high internal consistency in
the final version. In this way, the instrument achieved good
acceptance among specialists and seeks to be a reference
in the assessment of clinical skills. In the teaching-learning
process using simulations, the assessment of these skills must
stimulate clinical practice, allow feedback to students, and be
consistent with the skills being assessed.
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