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In Brazil, medicine dispensing is a pharmacy service provided within the national health system
that allows the pharmacist to interact directly with the patient in order to prevent, detect and
solve problems related to pharmacotherapy and health needs. However, it is known that most
dispensing services provided in the country are still limited to supplying medications and, at their
finest, offering advice on medication utilization. Attempts to change this scenario present new
challenges the area of pharmacy, which involve the need for a patient-centered pharmaceutical
service model. This paper describes the patient-centered pharmaceutical service of high-cost
medicine dispensing performed at a pharmacy linked to the Brazilian Unified Health System.
In the model described here, the medicine-dispensing activity is the pharmacist’s main field of
practice, which consists of identifying patient needs related to health care itself and medication
utilization. It also aims to introduce the instrument developed (a Pharmaceutical Care Protocol)
that contributed to implementing this clinical service provided by the pharmacist. The protocols
guide and qualify the service by providing information that helps in evaluating the effectiveness
and safety of treatments and in the preparation of the care plan and can be used as a basis for
other services that intend to adopt clinical pharmacy practices.

Keywords: Community pharmaceutical service. Specialized component of pharmaceutical
assistance. Brazil.

INTRODUCTION

At the beginning of the first chapter of Jones and
Rospond’s book Patient Assessment in Pharmacy Practice
(Jones, 2009), Rhonda Jones tells us a story of a 74 year-
old man who, while entering a pharmacy, loses his
balance just before asking the pharmacist for a refill of
his antihypertensive medications. Jones uses this real-
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life example to invite us to reflect on the kinds of care
that can be offered by a pharmacist. In her view, in a
typical drug-centered approach, the pharmacist would be
concerned only about the safe provision of drug products,
and would have ignored the patient’s loss of balance.
On the other hand, in a patient-centered approach, the
pharmacist would take that opportunity to gather further
information about the patient, evaluate the data, and make
interventions for the benefit of the patient’s health and
quality of life.

From this perspective, what can be said about the
pharmacy practice in Brazil?

In general, medicine dispensing is still the only
pharmacy service in Brazil through which the pharmacist
and the patient have the opportunity to interact, which it
is the moment risks associated with medication utilization
can be prevented (Soares et al., 2013; Araujo, Freitas,
2006). However, this practice is usually limited to handing

Page 1/8


mailto:lenytafarmaco@gmail.com
mailto:marinarover@yahoo.com.br
mailto:alinefoppa@yahoo.com.br
mailto:alinefoppa@yahoo.com.br
mailto:rosanadossantos17@gmail.com
mailto:silvana.nair@hotmail.com

Lenyta Oliveira Gomes, Marina Raijche Mattozo Rover, Aline Aparecida Foppa, Rosana Isabel dos Santos, Silvana Nair Leite, Mareni Rocha Farias

the medicine to the patient. At best, the pharmacist would
also offer advice on medication utilization, as advocated
by the Pan American Health Organization (PAHO)
(OPAS, 2011). Although the North American concept of
pharmaceutical care has strongly influenced the Brazilian
clinical pharmacy movement, medicine dispensing seems
to have remained the same for decades. In this sense,
Bernardo e Hoepfner (2016) argue that an old Brazilian
Law’s statement! is behind such a limited practice.

Drug dispensing is a comprehensive service that
involves professional values and attitudes, giving patients
the support they need when they need it. With this
meaning, dispensing can be organized with the purpose
of qualifying care and may involve specific routines to
optimize pharmacotherapy, especially in complex clinical
situations (Soares et al., 2013; Bernardo, Hoepfner, 2016).

In the Brazilian Unified Health System (SUS),
accessibility to medicines has grown in recent years much
more than have the pharmacy services provided to patients
(Soares et al., 2013; Araujo, Freitas, 2006). At the same time,
the struggle to adopt the patient-centered approach in the
provision of services enables health expansion and solutions
(Oliveira et al., 2016). In this context, the integration of
medicine dispensing with core services may contribute to
better therapeutic outcomes (Soares et al., 2013; Bernardo,
Hoepfner, 2016). This is particularly relevant in the care of
patients with chronic diseases that require the use of new
technologies and/or high-cost medicines.

In Brazil, high-cost medicines are covered by the
Specialized Component of Pharmaceutical Assistance
(CEAF, from the Portuguese acronym for Componente
Especializado da Assisténcia Farmacéutica). The CEAF
is a governmental strategy aimed at allowing full access
to high-cost medicines to ensure the comprehensiveness
of treatments, based on the care pathways expressed in
the Protocols published by the Ministry of Health. The
CEAF is a significant strategy in that it is the only means
of access to some medicines, especially those at higher
prices (Brasil, 2009).

The purpose of this paper is to describe the patient-
centered care service provided at the pharmacy of the

1 According to Brazilian Law 5.991/1973, medicine dispensing is the
provision of drugs, medicines, pharmaceutical supplies and related
products to the consumer, whether for remuneration or not.
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Federal University of Santa Catarina (UFSC), which is
linked to the Unified Health System and dispenses high-cost
medicines covered by the CEAF. Additionally, the paper
introduces the instrument (Pharmaceutical Care Protocol)
that contributed to the implementation of this service.

DESCRIPTION OF THE FACILITY

The pharmacy in question is responsible for
dispensing high-cost medicines used for the treatment
of chronic diseases, provided by the public health system
free of charge (covered by the CEAF). Approximately
5000 patients are assisted monthly by appointment. Since
2008, the CEAF patients have been assisted through this
service thanks to an agreement between the local public
health network and the university (UFSC).

In this context, logistics activities are carried out by
pharmacists of the municipal government in collaboration
with administrative technicians, responsible for inventory
and storage control and most of the CEAF-related
bureaucratic procedures, in addition to assisting part of
the patients.

The physical structure destined to provide the
service to the public comprises a reception room and a
medicine dispensing area. At the reception room, the staff
organizes the flow of the pharmacy and guides patients
so that their needs related to access to medicines and
other health services are met. The dispensing area has
15 individualized booths, where each patient is assisted
with comfort and some privacy.

The patient-centered care service is led by the
UFSC’s pharmacist team. Patients are also assisted
by undergraduate students under the supervision of
a pharmacist. Furthermore, the university develops
teaching and research activities aimed at improving the
pharmaceutical services offered, with emphasis on the
needs of the users within the SUS.

DESCRIPTION OF THE CLINICAL SERVICE
PROVIDED BY PHARMACISTS

The methodology underlying this patient-centered
care service draws on pharmaceutical care theoretical
frameworks as a philosophy of practice and orientation

Braz. J. Pharm. Sci. 2022;58: €20301



The clinical pharmacist’s role in a high-cost medicine pharmacy: Patient-centered care

towards a logical process of decision-making, allowing
the professional to apply his knowledge in a systematic
way in the care of patients (Cipolle et al., 2012).

The appointments are held every 20 minutes. This
time was established according the number of pharmacists
and students available to assist patients daily. The care
provided includes patient reception, assistance with
medicine prescriptions, clinical assessment, pharmacists’
interventions when necessary, and patient care recording.

Patient reception

During informal conversations in the appointments,
the pharmacist’s attention is focused on the patients’
needs, with the aim of understanding their experiences
with their medicines, the perception of their health/
disease process, and the social and family issues that
may influence the clinical outcomes.

Clinical assessment

Clinical assessment is carried out in a comprehensive
manner, i.e. the pharmacist/student keeps a watchful eye
on the patient’s therapeutic needs comprising all health
problems rather than solely those that require the use of
the medicines from the CEAF.

Help with medication prescriptions

The pharmacist/student systematically checks the
patients’ knowledge about their disease, treatment goals
and how their medicine must be administered. Patients
can also be asked about their pharmacotherapeutic and
clinical history. Besides patients’ and/or caregivers’
reports, their medication prescriptions are checked.

Clinical assessment

Medicine dispensing is performed monthly when the
treatments are assessed for their effectiveness and safety
based on the signs and symptoms reported and laboratory
tests presented by the patient or caregiver. Upon suspicion
of therapy ineffectiveness, the pharmacist/student initially
investigates the utilization process and how the medicine
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is stored in the patient’s house. Then, adherence to therapy
and to non-pharmacological treatment is also investigated
from the patients’ reports regarding how they are using their
medicines and following a non-pharmacological approach.

Potential drug-drug and drug-food interactions and
patients’ reports of adverse events (AE) are considered for
drug safety assessment. In order to relate the reported AE
to the patients’ medicines, the study analyzes the temporal
relation between the beginning of the medicine use and
the beginning of the clinical picture and its description
in the literature. To assist the drug-drug and drug-food
interactions analysis, the Medscape software was used.

Pharmacist’s interventions when necessary

Interventions directed to patients and/or caregivers
include spoken and/or written guidance and printed
educational materials such as guidelines for the treatment
of constipation or insomnia (sleep hygiene); instructions
on the administration of injectables and eye drops;
the storage of thermolabile and photosensitive drugs;
tables with information on foods high in triglycerides,
cholesterol, sugar and protein; control and recording
of blood pressure and blood glucose, among others.
For patients with adherence difficulties, strategies
are developed for medicine organization and for
administration at the time prescribed, such as tables
with the names of their medicines and their respective
administration times, or the use of alarms and reminders.
Whenever necessary, and in agreement with the patient,
a thorough medicine timetable is organized considering
drug-drug and drug-food interactions and respecting
the particularities of each medicine. When the treatment
scheme needs to be changed, interventions are carried
out directly with the prescriber using a referral letter,
written based on the best available scientific evidence,
with information searched in databases such as Pubmed,
Cochrane, Bireme, Micromedex, among others.

Patient care recording
Records on the treatment progress are made using
the SOAP note method that organizes the information

into subjective data, objective data, assessment, and plan.
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The use of this instrument helps with the organization of
the patient’s history and with the development of clinical
reasoning, making possible greater assertiveness of the
intervention towards a negative response to a given
treatment (Zierler-Brown et al., 2007). The SOAP
was chosen because it is the method routinely used in
the healthcare network of the municipality where the
university pharmacy in question is located.

OVERCOMING THE DIFFICULTIES OF THE
CEAF’S CLINICAL SERVICE PROVIDED BY
PHARMACISTS

In order to instrumentalize and measure the care
provided, pharmaceutical care protocols were created.
Initially, protocols regarding clinical conditions were
developed, comprising the largest number of assisted
patients. Of the 80 clinical conditions covered by the
CEAF, protocols were created for about 50 of them until
2017. Previously, these protocols were developed, tested
and validated as a teaching method for the clinical service
provided by the pharmacist (Foppa et al., 2019). Later on,

they were incorporated into the clinical service routine
to guide the care of patients.

These protocols are intended to assist in the clinical
service delivered by the pharmacist by objectively
providing fundamental information on the diseases
covered by the CEAF and the treatments thereof,
which is, to a large extent, infrequent in a pharmacist’s
daily practice. The protocols are prepared in the form
of flowcharts that allow the pharmacist/student to
systematically evaluate the patient’s pharmacotherapy,
guide himself/herself in decision-making, and perform
interventions when necessary.

The referred protocols are divided into 3 steps:
(1) pathophysiology of the disease; (2) first drug-
dispensing appointment; and (3) follow-up (assessment
of the effectiveness and safety of the treatment). The
first step aims to demonstrate, in a summarized way,
the main pathophysiological mechanisms of the disease,
its most common signs and symptoms, so as to prepare
the pharmacist/student to assess the effectiveness and
safety of the treatment, and if necessary to instruct the
patient, as shown in Figure 1.

Systemic lupus erythematosus (SLE)

Clinical heterogeneity of SLE

Immune dysfunction in SLE

- Neurological complications

-Constitutional symtoms and fevers

50%

Skin
-Butterfly rash

70%

Triggers
Genetic, environmental, hormonal and viral factors|

Defective apoptosis

‘ Modified nucleosonal material ‘

Immune system dysregulation

‘T cell, B cell and cytokine defects|

!

‘ Adaptive Immune response‘

‘ Innate immune response ‘

v
Imune complex formation

Autoantibody production
Complement activation
Tissue damage

Adapted: Kaul A et al. Systemic Lupus Erythematosus. Nature Reviews/Disease Primers. 2016;(2):1-21.

70%

-Pulmonary hipertension

Lungs
-Pleuritis
-Pneumonitis
-Pleural effusion
40%

Heart
-Endocartitis
-Pericarditis 20%
-Miocarditis

-Coronary artery disease

-Renal complications
(Glomerulonephritis)

Kidneys

30%

-Raynaud phenomenon
20%
Hematological complications
(50%)

Joints
-Arthritis
80%

FIGURE 1 - Schematic diagram showing the pathophysiology of Lupus.
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The second step refers to the flow of the first
medicine-dispensing appointment and contains
information about the disease, the medicines used

s - -

(administration, storage, and particularities) and non-
pharmacological orientations related to the treatment,
as shown in Figure 2.

==
=5

‘v v
E |

FIGURE 2 - Flowchart of first drug-dispensing appointment in the treatment of Lupus.

The third step aims to instrumentalize the
pharmacist/student to develop clinical reasoning for
the assessment of the effectiveness and safety of the
treatment. The effectiveness flowchart contains the
therapeutic goals and clinical methods used to monitor the

Braz. J. Pharm. Sci. 2022;58: €20301

disease: laboratory tests, signs, symptoms and limitations
overcome after using the medicines. The safety flowchart
contains the main adverse reactions and drug interactions
(Figure 3 and Figure 4).
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OTHER DISPENSING APPOINTMENTS - EFFECTIVENESS

Analyze tests, signs
and symptoms

Exams, signs, and symptoms related to the disease
Creatinine;

CRP (C-reactive protein);

Complement System (CH50, C3 and C4);

ESR (erythrocyte sedimentation rate);

ANF (Anti-nuclear factor).

Values as expected?

No

Evaluate

Yes —p

Dispense the medicine and ask if the patient needs
further instructions

tonon-

pharmacological treatment

Evaluate medicine use and storage

professional.

using Methotrexate.

Diet: Provide dietary guidance for prevention

Others: Questioning the patient’s exposure to
the sun and using sunscreen, especially when

maintain the same angle of the entrance, press
the injection site with wipes.

Deliver material: mode of application of
injectable medicines!

FIGURE 3 - Flowchart of the treatment effectiveness assessment for Lupus.

and control of osteoporosis, dyslipidemia,
obesity and systemic arterial hypertension. Give Use and storage of medicines Give the necessary instructions and check if
preference to a balanced diet with low salt, Methotrexate: Avoid sun exposure during Yes — p | patient understood. Offer instructional leaflets.
carbohydrates and lipids, especially in chronic treatment as it may cause allergic skin Dispense the medicine and evaluate progress in
corticosteroids users; consider calcium and vitamin reactions. Make use of sunscreen. the following appointment.
D supplementation for all patients. If necessary, Injectable - Subcutaneous: Choose the area of
suggest visiting a nutritionist. application by making the application rotation
about 1.5cm from the last place and 2 fingers of
Physical Activity: Stimulate the performance of the navel. Pinch the application area and apply
regular aerobic physical exercises to improve at 45 ° (if the patient is thin) or at 90 ° (if the
and maintain the physical conditioning of patient has more fat at the application site).
patients; avoiding exercises during periods of Insert the needle into the skin quickly after, There may be:
important systemic disease activity. If loosen the skin and slowly inject the medicine, Treatment ineffectiveness?
necessary, suggest consulting with a trained wait 10 seconds. Withdraw the needle to No —p| Associated witha (low) dose? Or with a

Expected results with treatment:

Inflammation consumes complement proteins: CH50 - 260 u / CAE.
C3-IR:90-180 mg / dL.
C4-IR:19-52 mg / dL.

Creatinine - evaluates renal function - RR:0.7-1.5 mg / dL.

CRP - evaluates inflammatory process - RV: <5 mg / L.

Autoantibody dosage - RR: non-reactive.

ESR- evaluates inflammatory process - RR:

Up to 50 years: Men: 0 to 20 mm in 60 MINUTES
Women: 0 to 30 mm in 60 MINUTES

Men: 0 to 15 mm in 60 minutes

Above 50 years: " -
Women 0 to 20 mm in 60 minutes

RR: reference range / RV: reference value

medicine (therapeutic failure?)
Disease progression?
Ask a pharmacist

OTHER DISPENSING APPOINTMENTS - SAFETY

To whom will the
medicine be

Ask if patient felt
anything different in

Pe=mrel

/ Yes ————p

Dispense the medicine and offer further
instructions

dispensed?
\ Patient /
Caregiver Continue the interview

Is it related to anything specific, any
changes in routine?

What did patient feel? How long did it last?

Most common adverse reactions:

Methotrexate: nausea, vomiting, gastrointestinal
bleeding, stomatitis, thrombocytopenia and hepatic
fibrosis.

Follow-up examinations: creatinine, urea, complete blood
count, alkaline phosphatase, AST and ALT.

Hydroxychloroquine and chloroquine: blurred vision,
retinopathy, abdominal pain, nausea, headache, rash
and itching.

for follow-up:
examination, serum aldolase, complete blood count and
creatine phosphokinase.

nausea, vomiting, leucopenia,

the past month \
No —p Continue the interview

\4

thrombocytopenia and infections.
Exams for follow-up: complete blood count, alkaline phos-
phatase, AST and ALT.

Cyclosporine: nausea, abdominal pain, diarrhea,
headache, tremor, increased triglycerides and
creatinine blood and increased blood pressure.
Follow-up tests: serum creatinine, electrolytes, uric acid,

lipid profile and blood pressure.
Most common Drug-drug-interactions:
Methotrexate: Omeprazole, Antibiotics, NSAIDs and Vaccines.
Askif patient uses B .
otherp:\edicines Azathioprine: Warfar?n, ACE, Inhibitor, Furosemide, Cimetidine,
Allopurinol and Vaccines.
—» No ————» Asel
Cyclosporine: Antibiotics, Ketoconazole, Phenytoin, Rifampicin,
Isoniazid, Prednisolone, oral contraceptives, lovastatin,
carbamazepine, barbiturates, calcium channel blockers,
NSAIDs.
Chloroquine and Hydroxychloroquine: Digoxin, Insulin and
other Hypoglycemic Agents, Cimetidine and Vaccines Yes < »
Askabout patient’s Suggest non-pharmacological treatment and activities to Instructions and/or Referral and/or letter to
lifestyle » improve quality of life. pharmaceutical prescription the doctor

FIGURE 4 - Flowchart of the treatment safety assessment for Lupus.
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IMPLICATIONS

The growing incidence of chronic diseases, the
increasingly high costs of treatments and budget
constraints have brought new challenges for health
systems and practitioners (Frenk et al., 2010). Patient-
centered care, aimed at best therapeutic outcomes and
risk minimization, brings to the pharmacy area new
challenges that involve the need for a service model that
includes the provision of clinical services performed by
pharmacist with a view to achieving satisfactory health
outcomes (Soares et al., 2013; Bernardo, Hoepfner, 2016;
Pereira, Freitas, 2008). In the model described here, the
medicine-dispensing activity — a pharmaceutical activity
par excellence — is the pharmacist’s main field of practice
of identifying patient needs related to health care and
use of medicines.

A study developed by Aratjo et al (2017)
characterized some activities of clinical nature developed
by pharmacists in Brazil. The results demonstrated
that these activities are still incipient. To overcome
this scenario, it is necessary to undertake efforts to
institutionalize such clinical activities, ensuring proper
infrastructure and qualification of professionals. The
same context has been observed for medicine dispensing
(Angonesi, 2008; Leite et al, 2017).

In this regard, the protocols developed here
contribute to the establishment and implementation of
clinical pharmacy services, since they provide subsidies
that assist pharmacists in clinical reasoning, effectiveness
and safety assessment, preparation of a care plan, and
decision making. Furthermore, it is worth noting that
the protocols were developed and used in a university
pharmacy, contributing to the development of the
students’ competencies through experiential learning.
In this context, the use of the SOAP note as a method
of recording proves appropriate, since monitoring and
continuity of the care provided is necessary (Zierler-
Brown et al., 2007).

In the CEAF, these protocols are even more important
given the complexity of the patients’ clinical conditions.
Furthermore, the clinical protocols and guidelines
available in Brazil include treatment monitoring but do
not provide a systematized basis for its implementation by
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the pharmacist, neither offer information on parameters
for effectiveness and safety assessments in a flow capable
of providing subsidies to aid the pharmacist in clinical
reasoning and decision making. Thus, few places have
incorporated this service into practice in the CEAF
(Soares et al., 2013; Aragjo, Freitas, 2016).

Lima-Dellamora et al. (2012) pointed out that one
of the factors responsible for the non-compliance of
pharmacists with the PCDT is their lack of qualification to
monitor the treatments — a field of practice that recognizes
various technical requirements, knowledge and skills. So,
even though the PCDTs have provided for the creation of
mechanisms to ensure medicine safety and effectiveness
as well as patient follow-up by pharmacists, their actual
participation in the process is often not evident.

Therefore, the proposed instrument has helped in
the implementation of pharmacist clinical service and
contributed to assertive and integral care, as advocated
by the SUS. This proposal can be used in other models
of pharmacy - it is not restricted to CEAF units and
can contribute the teaching and learning process of
pharmacists in real scenarios of practice.
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