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Abstract: Objectives: To present a Logical Framework (LF) of Pharmaceutical Ser-
vices (PS) in Unified Health System (SUS, Brazil). Methods: The LF results from
the legislation synthesis and experts’ consultation. Delphi methodology was used
to create and quantify consensus between specialists. Results: Legislation selected
(n= 183) were published mostly by Federal Level (88%), between 2010 and 2015
(91%). The legislation contained 304 sections that addressed inter-federal respon-
sibilities, contemplating eight components of PS (selection, financing, programming
and acquisition, logistics, use, management, education and research), and an array
of 54 responsibilities and 73 products in charge of Federal, State and Municipal
Governments, which support PS three main pillars: access to essential drugs, ratio-
nal use of medicines and structuring of PS. Conclusions: PS is under shared respon-
sibility by the three levels of government, thus, the successful implementation of
this public policy depends on the joint effort. The LF allows a broader understanding
of the role of SUS managers, can be useful to define strategies to implement PS in
Health Care Networks, and above all provides a reference for the construction of
theoretical evaluation models addressing PS as a shared responsibility in SUS.

Keywords: Pharmaceutical Services; Unified Health System; Health Policy

Resumo: Objetivos: Apresentar um modelo l6gico (ML) da assisténcia farmacéutica
(AF) no Sistema Unico de Saude (SUS, Brasil). Métodos: O ML foi resultante da
sintese de legislagOes e da consulta a especialistas. A metodologia Delphi foi empre-
gada para criagdo e quantificacao do consenso entre especialistas. Resultados: As
legislagOes selecionadas (n= 183) foram publicadas principalmente pelo nivel fed-
eral (88%), entre 2010 e 2015 (91%). As legislacoes continham 304 trechos rel-
acionados a responsabilidades interfederativas, contemplando oito componentes da
AF (selecao, financiamento, programagao e aquisicao, logistica, utilizacéo, gestao,
educagao e pesquisa), e uma matriz de 54 responsabilidades e 73 produtos a cargo
dos Governos Federal, Estadual e Municipais, os quais suportam os trés principais
pilares da AF: acesso a medicamentos essenciais, uso racional de medicamentos
e estruturacdo da AF. Conclusdes: AF é uma responsabilidade compartilhada pelos
trés entes federativos, assim, o sucesso na implementagdo desta politica publica
depende do esforgo conjunto. O ML contribui para o entendimento do papel dos ge-
stores do sistema de salde de forma abrangente, podendo ser Gtil para definicao de
estratégias para implementacao da AF nas Redes de Atencdo a Salde, e sobretudo
fornece uma referéncia para a construcdo de modelos teéricos de avaliagdo da AF
como responsabilidade compartilhada no SUS

Palavras-chave: Assisténcia Farmacéutica; Sistema Unico de Satde; Politica de
Salide
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Introduction

The Federal Constitution (1998) inserted health
in the role of Brazilian citizens’ social rights, estab-
lishing co-responsibility and co-operative action
among the three levels of government as a prereq-
uisite for the implementation of the health policy'.
The Organic Health Law, on the other hand, speci-
fied the public national health system (SUS) attribu-
tions and organization and delimited competencies
of the three levels of government, basing its imple-
mentation at national level?. Thus, SUS implemen-
tation, based on universality, equity and integrali-
ty principles, requires inter-operative articulation,
consensual management mechanisms and health
responsibilities well defined®>*.

In SUS legislation, responsibility refers to the
functions that each level of government should play,
the division of competences between Federal, State
and Municipal Governments® >,

For analytical and management purposes, health
responsibility may be classified in micro and mac-
ro-health responsibility. Micro-health responsibili-
ty depends on work organization at all health-care
levels and aims the constitution of solid therapeu-
tic linkages between health professionals and pa-
tients and their families. In this perspective, it’s
up to health teams the comprehensive approach of
each case on their level of competence. On the oth-
er hand, macro-health responsibility turns to SUS
regionalization, seeking of “what is in charge of
who”, clarifying each entity role. Within states and
municipalities, defining activities under responsi-
bility of health-care facilities, and responsibility de-
limitation as basis for financing agreements and for
access management too’. The Health Pact (2006) set
up macro-health responsibilities, defining individu-
al and shared responsibilities by the three levels of
government®,

Pharmaceutical services (PS) comprises a set
of activities designed to complement and support
health care actions at all complexity levels®>” 8. It”s
one of the key elements for structuring health care
networks, contributing to increase the solvability of
the health system and legitimize the lines of care’.

Under shared responsibility in SUSS, the coordi-
nation of PS in networks implies the development
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of structuring actions. Access to medicine must take
place with strategies for rational use in order to pro-
vide the best therapeutic response for patients at
the lowest cost to health system. One should seek to
improve service quality and management processes.
Ultimately, there must be synergy between manage-
ment levels’ actions to achieve concrete results and
to improve population’s quality of life® %11,

Assessment practices add to strengthen PS man-
agement, providing useful information to answer to
problems faced by managers and to support public
policy formulation, implementation and reorienta-
tion processes'?.

The evaluation of PS in Brazil is a priority in
health research'®, and the construction of instru-
ments that consider it a shared responsibility in
SUS, as the Health Pact determines, is needed!*.

A fundamental step in evaluation models design
is the development of logical frameworks (LF) . A
LF is a schematic representation or a visual scheme,
which presents a policy or a program (main com-
ponents and objectives) and their expected results
(products and impact) in a given political and orga-
nizational context!s. Based on literature review, Es-
her et al (2011) infers that the use of LF is relatively
simple and can be a helpful tool for evaluation, al-
lowing the program or policy to be treated in depth,
valuing its plurality, and explicitly specifying its ef-
fects®. Some authors have already used LF to build
PS evaluation models in Brazil. Despite the differ-
ences in the evaluation process focus, the studies
emphasize on specific programs!’?! or processes®, at
state or municipal levels?%.

The purpose of this article is to present a LF of
PS in SUS, clarifying technical components, pur-
poses, inter-federal responsibilities, and expected
products required for achieving the main goals of
the public policy, in a comprehensive manner.

Methods

It was conducted a search of legislation database
(Informe Eletronico de Legislacdo em Satide), published
by Sao Paulo State Health Department to explore in-
ter-federal responsibilities related to PS in SUS.

It was selected current legislation, from Federal
and Sao Paulo State Governments, disposing about
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the structure of health system, processes relating to
drugs and PS, pharmacist’s role in SUS, and treat-
ment guidelines, which support activities organiza-
tion at all levels and guide PS in Brazil. In addition,
Brazilian health policies and other publication on
PS from national and international organizations
were also collected.

Sao Paulo is the most populous state in Brazil
and 55.5% of its population is SUS dependent for

Chart 1. Logical framework elements: what and how.

medical and pharmaceutical care; economically,
it’s responsible for the largest federal spending on
drugs. It has also been pioneer in the development
of state-level drug policies. Therefore, the inclusion
of SP legislation was strategic to understand how re-
gional publications influence PS Policy.

The LF was prepared considering six elements,
adapted from Cosendey, Hartz and Bermudez
(2003)'3, as shown in Chart 1.

What
(Definition)

Logical Frame-
work elements

How?

responsibilities government, expressed in

current legislation

Related management level
(Federal, State and/or

Level in charge

Component(s) Essential aspects of From the complete reading of the selected legislation,
pharmaceutical services in it was identified the sections related to inter-federal
Unified Health System. responsibilities regarding Pharmaceutical Services
in Unified Health System. The categorization of
these sections according to PS cycle resulted in the
components of the Logical Framework.
Objective(s) Purposes of each Legislation and literature from World Health
component Organization, Pan American Health Organization,
Ministry of Health, Federal Council of Pharmacy
and National School of Public Health supported the
definition of components’ purposes.
Individual List of responsibilities in Construction of an array of inter-federal
or shared charge of each level of responsibilities for Pharmaceutical Services

in Unified Health System, by the synthesis of
legislation sections, with the identification of health
responsibilities, related management level and
outputs.

Similar responsibilities and products were clustered

result of the levels of
government joint effort

in the implementation
Pharmaceutical Services in
SUS

Municipal) for the representation in the Logical Framework.
Product(s) Good or service offered as a

result of the individual and /

or shared responsibilities
Impact Expected comprehensive Based on the agreement on health responsibilities in

Unified Health System 1.
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A specialist panel, composed of seven pharma-
cists, enrolled in education, management or health
care, and with previous experience in SUS (federal,
state or municipal levels), validated the LF drafted
by the researchers. Delphi methodology was used to
create and quantify consensus between the special-
ists.

An online structured questionnaire, designed
with Google Forms®, was used to collect data. In the
evaluation of each element of the LF with a Likert
scale, the specialists could (1) strongly disagree, (2)
disagree, (3) agree, or (4) fully agree with research-
er’s proposal. They could also comment and suggest
text modification, when options (1) or (2) were cho-
sen. The results were evaluated by the degree of con-
sensus. The elements that resulted in at least 60% of
the answers (3) and (4) were considered approved by
experts. Specialists’ comments and suggestions were
analyzed from a reflexive perspective and based the
reformulation of LF elements.

The development of this study was within Re-
search Program for SUS (PPSUS), with the part-
nership of the Coordination of Science, Technology
and Strategic Inputs, Sdo Paulo Health Depart-
ment. The results presented here also composed a
PhD Thesis presented to School of Public Health,
Universidade de Sao Paulo (FSP/USP), in March
20183132,

Ethics Committee of School of Public Health,
Universidade de Sao Paulo (FSP/USP), approval
CAAE number was 48473915.3.0000.5421, on Sep-
tember 23, 2015.
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Results and discussion

According to Dallari (2003), social activity ex-
presses in official documents what government must
do?. Drug National Policy (1998) was the first pub-
lication to systematize individual responsibilities
related to PS’. PS National Policy (2004) included
as a strategic axis the delimitation of inter-federal
responsibilities, in order to overcome PS fragmen-
tation®. The Health Pact (2006) strengthened PS as
shared responsibility in SUSS.

After Health Pact, the Ministry of Health, State
and Municipal Health Secretaries have published
thousands of legislation every year in order to struc-
ture SUS, give transparency to public health actions
and clarify the role of each level of government. Con-
sequently, to comprehend macro-health responsibil-
ities, one should look for many official documents,
available at different data sources.

Aiming to implement health policies, a broader
understanding of SUS managers’ role is the basis for
an efficient organization of the work process. There-
fore, this article answers to the need to systematize
fragmented legislation, regarding inter-federal re-
sponsibilities and PS in SUS.

In the legislation database consulted, 2.311 elec-
tronic reports were available, containing 38.514 leg-
islation from May/2006 to November/2015. Consid-
ering the including criteria, 178 current legislation
were selected. With the addition of health policies
before 2006, the study sample resulted in 183 docu-
ments (Table 1).

Table 1. Distribution of legislation about pharmaceutical services, according to origin and year of publication.

Legislation Number

Orici Year (*)
ren Total
Before 2006 -
2006 2008 2010 2011 2012 2013 2014 2015
Federal legislation 4 7 27 20 43 27 22 161
SP legislation 1 5 2 1 1 1 9 22
Total 5 12 29 21 44 28 31 183

(*) Column “Before 2006” includes legislation published in 1990 (Lei n° 8.080 - Health Organic Law), 1998 (Portaria n® 3.916 - Drug National
Policy), 2001 (Lei n°® 10.938 - Drug State Policy/Sao Paulo), e 2004 (Resolugdo n® 338 - PS National Policy) and May 3th, 2006 (Portaria n°
971 - National Policy of Integrative and Complementary Practices). Columns “2006” to “2015” includes legislation published from May 16,

2006 to November 30, 2015.
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The legislation that based LF construction were
normative documents, as laws, ordinances, resolu-
tions, deliberations and technical standards, pub-
lished mostly by the Federal Level (88%), between
2010 and 2015 (91%). Highlights that selected legis-
lation are concentrated in the last five years of data
collection period. Then, the 10-year period that based
data collection was enough to understand the devel-
opment process and conformation of PS in SUS.

Regarding the central issue, legislation distribu-
tion was as follows: treatment guidelines (n=109),
processes relating to drugs and PS (n=56), structure
of health system (n=10), pharmacist’s role in SUS
(n=3), and health policies before 2006 (n=5).

Moreover, 304 sections addressed shared re-
sponsibilities in SUS, contemplating eight main
components of PS: selection, financing, program-
ming and acquisition, logistics, use, manage-
ment, education and research (Table 2). The legisla-
tion usually covers more than one component of PS
in their different sections.

The synthesis of these sections resulted in an
array of 54 responsibilities and 73 products of PS,
in charge of the Federal, State and Municipal Gov-
ernments. Responsibilities relating to drug use
(prescribing, dispensing and use) were the most

common, followed by management and activities to
promote drugs availability (programming, acquisi-
tion and logistics). Research and education were the
least frequent issues addressed in government pub-
lications.

With respect to the origin, shared responsibili-
ties on PS in SUS were mostly defined in Federal
legislation, suggesting that the Ministry of Health
has been the main inducer of PS reorientation in
Brazil in the past ten years.

It was expected that Sao Paulo State legislation
would bring up regional specificities related to
stakeholder’s decisions on public health services
management, often different from those adopted
elsewhere in the country. They were focused, how-
ever, on strategies to implement and operationalize
PS at state level, based on federal guidelines, Bra-
zilian health policies and nationwide inter-federal
agreements.

State legislation were available in smaller num-
ber and less significant to LF development, since
they do not modify government responsibilities
previously defined in federal documents, but add
regional characteristics. Therefore, despite the LF
has been based on PS in SUS/SP the tool may be
applicable nationwide.

Table 2. Distribution of legislation sections according to origin and related components of pharmaceutical

services.

Legislation section number

Components of Pharmaceutical Origin
services Federal Séo Paulo State Total
Legislation Legislation
Selection 9 3 12
Financing 11 3 14
Programming and acquisition 45 8 53
Logistics 27 1 28
Use 105 4 109
Management 73 5 78
Education 2 3 5
Research 3 2 5
Total 275 29 304
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This study did not consider municipal legislation
because of methodological reasons and document
characteristics. Regarding methodological limita-
tions, although Sao Paulo State has 645 municipal-
ities, with political and administrative autonomy,
the database includes only legislation published by
Sao Paulo Municipal Health Department. Concern-
ing document characteristics, municipal legislation
consider the principle of local interest predomi-
nance, that is, the peculiarities and the immediate
needs of the municipality. Thus, the consideration
of municipal legislation to LF development could
limit its use by different stakeholders.

It’s worth to mention that operational, financial
and administrative aspects of SUS shared manage-
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ment are agreed under Tripartite (CIT) and Bipar-
tite (CIB) Commissions composed, respectively by
municipal, state and federal, or municipal and state
representatives. Inter-federal agreements are pub-
lished as state and federal official documents'’, thus
their presence minimize the impact of municipal
legislation absence.

Relative to the validation process with Del-
phi methodology, the rates of answers (3) and (4)
ranged from 71 to 100% in the first round of ques-
tions, reaching the degree of consensus for all LF
elements. Experts’ comments and suggestions were
helpful to improve the proposal in six aspects — two
objectives, two outputs and two individual or shared
responsibilities (Table 3).

Table 3. Results of the validation process of the logical framework of pharmaceutical services in Unified

Health System, Brazil, with Delphi methodology.

Evaluation of the logical framework model:
% of the answers (3) agree and (4) fully agree
w § =
Elements of the - Q0 £S5 o S < < Changes due to comments and
logical framework 2 S g < i~ © g £ N suggestions
© < g o> 4] 2 g;o 3 3
2 S ] % > © S @
3 s | 28] S 5 3 &
Qa < b
[
Components 100% | 86% 71% 100% | 86% 100% | 100% | 100% |—
Text Improvement in financing and
Objectives 100% | 100% | 100% | 100% | 100% | 100% | 100% | 100% * .p . &
use objectives

e Change in one output from
the component use (from
“pharmacotherapeutic follow-up”

71 a 86 a 71 a o 86 a 71 a o 86 a to “pharmaceutical care”
Products (Outputs) 1 1009 | 100% | 100% | 9% | 100% | 100% | 7% | 100% |« Detail of one output from
the component management
(Technical standards and
guidelines)

e Update in one itens from the
component programming and
acquision, due to legislation repeal

Individual or Shared during data collection and

ndividual or. af; Not rated e Redundancy eliminated in one

Responsibilities (**) .
item of the component use
(exclusion of the phrase “for free”,
since Unified Health System is an
universal system).

Responsible (**) Not rated —

Impact (***) Not rated —

(**) Already defined on legislation.

(***) Based on the agreement on health responsibilities in SUS, between three federal levels.
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Pharmaceutical services as shared responsibility in SUS: a logical framework proposal

Chart 2 shows the LF of PS in SUS. This proposal is the first to explore federal, state and municipal re-

sponsibilities and to represent the rationale behind PS Policy in a comprehensive manner.

Chart 2. Logical framework of pharmaceutical services in Unified Health System, Brazil.

Components | Individual or Shared Responsibilities éi‘;erfg;n Products (Outputs)
National Essential Medicines List (RENAME)
National Medicinal Plants and Herbal Medicines List
F (RENAFITO)
To develop and update essential medicines lists National Medicines List for Indigenous Health
Selecti P P ’ Health Technology Assessment processes finished on time
election
S State Essential Medicines List (RESME)
M Municipal Essential Medicines List (REMUME)
To develop and update Clinical Guidelines and the F Clinical Guidelines
Therapeutic Formulary Therapeutic Formulary (FTN)
To finance essential medicines and supplies, by fund
to fund transfer: F, S
CBAF — per capta/year
To finance essential medicines, by fund to fund
transfer: F Financial resources to acquire medicines and supplies
CEAF — according to SUS Procedures Table
To finance medicines, additional to RENAME,
according to CIB and Municipal Council of Health S, M
Financing definition
To finance procedures involving medicines, by fund to
fund transfer: Home ambulatory and hospital care — F Financial resources to offer procedures
according to SUS Procedures Table
To finance the qualification of Pharmaceutical
Services, by fund to fund transfer: Structuring of F Financial resources to qualify Pharmaceutical Services
warehouses and pharmacies and education
To finance the implementation of Health Policies ES M Financial resources to implement National Policies related
related to medicines T to medicines
To regulate drug prices. F Medicines Price List - CMED (Drug Market Regulation
Chamber)
To manage the System of Drug Prices Registration. s Drug Prices Re_gllsltratlon available at municipal level and
health-care facilities.
To purchase and provide essential medicines to State
and Municipal Health Secretaries:
CBAF — insulin, contraceptives, National Medicines
List for Indigenous Health;
CESAF — epidemic diseases control, F
antiretroviral drugs, blood products, vaccines, sera
Programming | and immunoglobulin
and CEAF — Group 1
acquisition Anti-neoplastic medicines
quistt - - — Availability of medicines at State and Municipal
To pgr_chase and provide gssentlal medlcmes.t_o_ Warehouses, Special Indigenous Health Districts, and
Municipal Health Secretaries and Health Facilities: health-care facilities.
CBAF — RESME and State Medicines List to S
Prison HealthCare
CEAF — Group 1
To purchase and provide essential medicines to M
Health Facilities: CBAF
To purchase and provide medicines, additional to
RENAME, according to CIB and Municipal Council S, M
of Health definition
To receive, store and_ ghstnbute medicines Availability of medicines at Municipal Warehouses and
purchased by the Ministry of Health to S health-care facilities
Logistics Municipal Health Secretaries and Health Facilities. ’
To receive, store and distribute medicines received S . s
from the State Health Secretary to Health Facilities. M Availability of medicines at health-care facilities.
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Chart 2. Logical framework of pharmaceutical services in Unified Health System, Brazil (cont.).

- I Level in
Components Individual or Shared Responsibilities charge Products (Outputs)
To prescribe, dispense and support quality use of
medl.cmes, a.ccordmg LO (;Imlcal Guidelines and FES, M Access to medicines
meeting sanitary standards. Education initiatives for patients and health professionals
To execute CEAF: request, dispensing and treatment S M Pharmaceutical care
renewal. !
Use To offer procedures involving medicin t all level
cf>o er p oced'u eS|S\(JoSv|; g ; ici -?sé,f all levels s M Access to medicines
of care, according to rocedures fable. Procedure codification, authorization and registration,
To execute CEAF: evaluation and authorization steps S according to SUS Procedures Table.
To provide medicines and supplies to patient r Access to medicines, at low cost (co-payment scheme ) or
through “Farmacia Popular do Brasil” Program. free of charge
To develop Drug Policies FS National and State Drug Policies
To implement Drug, Pharmaceutical Services and FS Technical cooperation to State and Municipal Governments
other Health Policies FS,M Health Policies implemented
. . = Technical standards and guidelines
To coordinate PS at national, state or municipal I g"f' . :
FS,M Warehouses and pharmacies implemented
level. o
Health Policies implemented
To participate in the development and monitoring PS integrated in SUS management tools
of SUS management tools: PlanejaSUS; plurianual FS, M Essential medicines lists and shared and individual
plans and budget legislation; SISPACTO and COAP responsibilities related to PS defined in COAP
Management
Agreement for the provision of PS: access criteria,
To join Inter-Federative Commissions. FS,M reference services, patient care flows, shared and
individual responsibilities
- ) - | ted medici ilable for di ing in 180
To ensure the availability of incorporated medicines. FS, M dnat;osrpora €d medicines avallable tor dispensing in
To impl t Drug Ti bility, i it -
o implement Drug Traceability, meeting sanitary s M Drug Traceability
standards.
To transmit information to National Database of S M Agreed information on essential medicines transmitted
Pharmaceutical Services and Actions in SUS. ! regularly to the National Database.
Pharm tical Servi rformance indicator:
To monitor and evaluate Pharmaceutical Services. FS, M 2 acgu .Ca services performance indicators
Drug use indicators
To define and implement guidelines and strategies
Education to provide education and training in Pharmaceutical FS, M Trained health professionals
Services.
) ) . R hii d studies in Ph tical Servi
Research To promote research in Pharmaceutical Services. FS,M -?-zsearc. |r.1es andstu .|es n armacel{ ca. erV|ce.s
Dissemination of experiences and technical information
Impact
To promote the structuring of Pharmaceutical Services, free access and the rational use of essential medicines, in accordance with sanitary
standards and existing agreements.

SUS - Unified Health System
F — Federal Government; S — State Government; M — Municipal Government
CBAF: Basic Component of PS; CEAF: Specialized Component of PS; CESAF: Strategic Component of PS
CIB: Comissao Intergestores Bipartite or Bipartite Commission
PlanejaSUS: System Health Plans, Annual Health Program, Annual Management Report; PPA: Mutiannual Plan; Budget Legislation: Budget
Guidelines Law - LDO and Annual Budget Law - LOA; SISPACTO: instrument for filling in and recording the agreement

of priorities, objectives, goals and indicators of the Health Pact; COAP: Organizational Contract of Public Action.
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The LF of PS in SUS proposes eight compo-
nents — selection, financing, programming and ac-
quisition, logistics, use, management, education and
research and its purposes; individual and shared
responsibilities by Federal, State and Municipal
Governments, and related expected products.

Cosendey, Hartz and Bermudez (2003)'%, Oliveira
et al. (2002)" and Luiza (2003)* represented simi-
larly pharmacist’s activities focused on quality and
access to medicines, including the components se-
lection, programming and acquisition and logistics
in the LE The use of medicines was also considered
a key component of PS by Oliveira et al. (2002)",
Osorio-de-Castro et al. (2009) 2! and Luiza (2003)%,
entitled “use control”, “prescription, dispensing
and adherence”, and “dispensation and promotion
of Rational Use of Medicines (RUM)”, respectively.
Consendey, Hartz and Bermudez (2003)'® and Luiza
(2003)* were the only authors to consider, respec-
tively, management or education as a component of
PS. Financing and research we never mentioned in
literature, although they are essential to structure
PS in SUS! 172,

SUS management levels have independent oper-
ating structures, with relative autonomy, and their
coordinated action depends on the development of
agreed and relayed activities, but not necessarily
simultaneous and coincident. Thus, the review of
PS tasks included the identification of individual
responsibilities of each entity and shared responsi-
bilities by the levels of government.

The LF presented focus on the understanding of
PS in a comprehensive manner. Activity flows, re-
sources (inputs) and connections among activities,
resources (inputs) and products (outputs) were not
included, because at first they are not necessary to
understand macro-health responsibilities in SUS.

The three main pillars of PS in SUS were under-
stood as the comprehensive result of all components
(impact) in the LE They are free access to essential
medicines, promotion of RUM and structuring of
PSS!,

Access to essential medicines is the “relationship
between the need for drugs and the supply of the
same (...)”%. Ensuring access to essential medicines
requires a coordinated set of actions, including ratio-
nal selection and use (...), sustainable financing sys-

tems and reliable health and supply of medicines®.
Therefore, selection, financing, programming and
acquisition, and logistics are the components that
enable access to medicines in SUS.

The selection of safe and effective drugs for pri-
ority diseases is essential to PS Policy implementa-
tion, once access to medicines with these character-
istics helps to improve therapeutic resolution and to
promote RUMZ%,

The National Essential Medicines Lists (RE-
NAME) comprises the selection of medicines for
health-care in SUS, including medicines for outpa-
tient and hospital care, as well as plants and herbal
medicines® ', It “s a guiding tool for the definition of
State and Municipal Essential Medicines Lists and,
the National Medicines List for Indigenous Health*
28

Therapeutic formularies and clinical guidelines
are complementary instruments to support prescrip-
tion, dispensing and use of medicines at all health-
care levels, and should be considered by SUS man-
agers to implement the lines of care®?. They are the
cornerstone of rational drug therapy.

The Ministry of Health is responsible for RE-
NAME and clinical guidelines nationwide, assisted
by the National Committee for Health Technology
Incorporation (CONITEC). Administrative proce-
dures for incorporation and exclusion of medicines
in RENAME must finish within 180 days, and fig-
ures as one expected product of the component se-
lection?.

SUS financing is a shared responsibility by the
three levels of government> ' !, The financial re-
sponsibility for the delivery of medicines or proce-
dures are defined in CIT and CIB’.

Federal funds for health are organized in funding
blocks. PS block comprises resources for drug sup-
ply, especially to outpatient. The financing of med-
icines for hospital care or antineoplastic treatment
are integrated into procedures costs, according to
SUS Procedures Table. SUS Management Financing
block contains resources for PS qualification. State
and Municipal Governments are also involved with
the financing of medicine and actions to strengthen
PS in SUS®.

Due to the increasing technological innovation
and health care situation profile, characterized by
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aging, the increase of life expectation and an epi-
demiological transition, with the existence of a tri-
ple burden of diseases (infectious diseases, external
causes and chronic diseases), the representative-
ness of medicines in government spending tend to
growth?. Undoubtedly, it“s necessary a major con-
cern and to monitor PS financing, due to its impact
to public budget.

In reference to the implementation of PS health
policies, it “s stressed the need for tripartite compo-
sition of funding, but the responsibilities are not
clearly defined in the legislation.

Programming, acquisition and logistics give
concreteness to the availability of selected drugs at
municipal level and health-care facilities. The main
goal of these components is to ensure continuous
supply of drugs, in adequate quantities and quality,
timely, compatible with available resources, to meet
needs of the population® 2,

Since these are competences of the three levels of
government, according to the type of medicines, the
synergy between management levels’ is a key point
to ensure continuous drug supply in SUS.

RUM requires patients to receive medications
appropriate to their clinical needs, in doses that
meet their individual requirements, for an ade-
quate period of time, and at the lowest cost to them
and their community®®. Thus, it”s a process com-
prising appropriate prescription; correct dispen-
sation, including information on prescribed med-
icines; adherence by patient; and monitoring drug
therapy® 2% %,

In fact, the eight components of PS in SUS con-
tribute to RUM, but the main importance of com-
ponent “use” rests on the interaction of the three
key players of medication process: prescribers, dis-
pensers and patients?. Furthermore, its products are
directly related to the provision of comprehensive
care, as defined in Organic Health Law: (1) the dis-
pensation of medicines, attending to prescriptions
in accordance with Essential Medicines Lists and
clinical guidelines, and (2) the provision of thera-
peutic procedures — home, ambulatory and hospital
care — according to SUS Procedures Table* 2,

In addition, given the PS National Policy priori-
ties and considering Brazilian health care situation,
it’s worth highlighting the need to support RUM

Simone ALM, Romano-Libier NS, Tanaka OY

with the integration of pharmaceutical care into
healthcare process®® %.

The third pillar of PS in SUS is the structuring of
PS as a qualification strategy to access to drugs and
RUM?. Twenty-five years after SUS construction, it
remains a challenge for federative entities, and man-
agement, continuing education and research can
help face it.

Management is the activity and the responsibil-
ity for running a health system through the coordi-
nation, articulation, negotiation, planning, monitor-
ing, control, evaluation and audit’. The management
of PS is the ability to formulate, articulate and create
conditions for implementation and sustainability of
PS, in a decentralized and shared manner at federal,
state and municipal levels®.

Drug and PS National Policies (1998 and 2004)
establish the guidelines for the structuring of PS in
SUS, defining inter-federal responsibilities’®.

Aiming to make health policies come true, from
an analysis of health situation, available resources,
priorities and strategies of a particular management
level, government commitments and initiatives to
improve PS can be defined. They are expressed in
SUS management tools, an important product of the
component management®* 2,

The structuring of health care networks de-
mands the integration of actions and services at the
three levels to ensure comprehensive care!®?. Thus,
a regional list of medicines, access criteria to PS,
reference services and patient care flows are part of
inter-federative negotiation within Inter-Region-
al Commissions (CIR) and CIB. Recent regulation
of technology incorporation process in SUS, which
states a maximum of 180 days to make available
incorporated medicines’, also implies the need for
strengthening inter-federative bonds.

The structuring of warehouses and pharmacies is
another key management intervention. It”s neces-
sary to have appropriate physical area, equipment,
furniture and human resources, ensuring physi-
cal-chemical integrity of medicines and an appro-
priate environment to the development of PS. Seen
pharmacies as health-care facilities, conditions to
welcome patients with dignity, respect and human-
ization and to enable the dialogue between pharma-
cists and patients are essential too* %,
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Aiming to gather information for monitoring
and evaluation Drug and PS policies and to pro-
mote patient safety, some initiatives related to the
formulation and implementation of technological
innovation focused on PS management have been
instituted in SUS.

In 2013, the Ministry of Health created the Na-
tional Database of PS in SUS to the transmission of
data related to medicine inputs, outputs and dispen-
sations carried out by state and municipal health-
care facilities. That same year, Brazilian Health Sur-
veillance Agency (ANVISA) set out mechanisms to
drug traceability. Both initiatives are in legislation,
but concrete implementation is medium to long-
term.

It’s also a shared responsibility the promotion of
education and research.

PS management is guided by the need for profes-
sionals’ technical training, together with the devel-
opment of strategic and political skills. Continuing
education is essential to qualify professional practic-
es and figures as one driver to public policies imple-
mentation’?. That is why the LF proposes education
as one component of PS in SUS.

Research is another strategic ally to management.
It’s advisable the use of scientific knowledge in
policy formulation and decision-making in health.
Thereby, PS is one of the priorities sub-agendas of
health research in Brazil, and two major areas are
stressed: development and evaluation of medicines;
and evaluation of policies, programs and services'?.

In conclusion, the LF of PS in SUS is a useful
tool to clarify technical components and its purpos-
es, inter-federal responsibilities and expected prod-
ucts required for achieving the main goals of this
public policy.

Selection, financing, programming and acqui-
sition, logistics, use, management, education and
research are PS components under shared respon-
sibilities by the three levels of government. These
components support the three main pillars of PS in
SUS: free access to essential drugs, RUM and struc-
turing of PS.

Resulting from legislation synthesis and experts’
consultation, the LF allows a broader understanding
of SUS managers’ role, in a comprehensive manner.
Since it clarifies inter-federal responsibilities and

related expected products of their actions, it can be
useful for the definition of strategies to implement
and operationalize PS in the context of health care
networks.

The successful implementation of PS as a public
policy depends on the joint effort of SUS managers,
driven by health standards and existing inter-feder-
ative agreements. Therefore, inter-federal coopera-
tion is a premise to achieve the common purpose to
qualify and overcome PS challenges in SUS.

Finally, highlight that the LF also provides a ref-
erence for the construction of theoretical evaluation
models addressing PS as a shared responsibility in
SUS.
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