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ABSTRACT: This study aimed to identify the legal and normative contours of nurse prescribing of medications in Brazil, showing its
history, trends and challenges. It is an exploratory study conducted through desk research of nursing law, the Health Ministry and
the health sector norms to address this issue. The steps of a documentary study and the analysis of data contents were followed. The
nursing discipline contributed to the legalization of prescription, but not to its legitimacy; this assignment in primary care is consolidated
through protocols and legislation, although there is no clear strategy for monitoring by the Health Ministry; there is resistance in some
norms within the health sector. We conclude that there is a trend of nurse prescribing of medication, which currently remains only as
a legality, and the main challenge is to achieve legitimacy.

DESCRIPTORS: Nursing. Nursing legislation. Prescription medications.

LEGALIZACAO DA PRESCRICAO DE MEDICAMENTOS PELO
ENFERMEIRO NO BRASIL: HISTORIA, TENDENCIAS E DESAFIOS

RESUMO: Objetivou-se identificar os contornos legais e normativos da prescricao de medicamentos por enfermeiros no Brasil apontando
sua histéria, tendéncias e desafios. Estudo exploratério, realizado por meio de pesquisa documental da legislacdo da enfermagem,
normatizagdes do Ministério da Satide e do setor satide que abordam a questao. Seguiram-se as etapas do estudo documental e a analise
de contetido dos dados. A categoria da enfermagem contribuiu para a legalizagao da prescrigao, porém nao para a sua legitimacao; na
Atencao Basica, essa atribuigao esta consolidada por meio de protocolos e legislagdo, embora sem estratégia clara de acompanhamento
pelo Ministério da Satide; observa-se resisténcia em algumas normatizagdes dentro do setor satide. Conclui-se que ha tendéncia da
prescricao de medicamento, por enfermeiros, permanecer apenas na legalidade e o principal desafio é alcancar a legitimidade.

DESCRITORES: Enfermagem. Legislacdo de enfermagem. Prescri¢do de medicamentos.

LEGALIZACION DE LA PRESCRIPCION DE MEDICINAS POR EL
ENFERMERO EN BRASIL: HISTORIA, TENDENCIAS Y DESAFIOS

RESUMEN: Se objetiv6 identificar contornos legales y normativos de la prescripcion de medicinas por enfermeros en Brasil apuntando
su historia, tendencias y desafios. Es un estudio exploratorio, realizado por medio de investigacién documental de la legislacién de la
enfermeria, las normas del Ministerio de la Salud y del sector salud que abordan esta cuestién. Se siguieron etapas del estudio documental
y el analisis de contenido de los datos. La categoria de enfermeria contribuyé para legalizacién de la prescripcién, pero no para su
legitimacion; en Atencion Bésica, esa atribucion estd consolidada por medio de protocolos y legislacién, mismo sin estrategia clara de
acompafiamiento por el Ministerio de Salud; se observa resistencia en algunas normas dentro del sector salud. Se concluye que hay
tendencia de la prescripcién de medicinas, por enfermeros, permanecer solo en la legalidad y el principal desafio es alcanzar la legitimidad.

DESCRIPTORES: Enfermeria. Legislacién de enfermeria. Prescripcién de medicinas.
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INTRODUCTION

This paper addresses the issue of nurse
prescribing in its legal aspect. Although in some
countries the practice extends to various levels of
health care,! this activity is restricted to primary
health care in Brazil, more specifically to the Fam-
ily Health Strategy (FHS).

The FHS was established in 1994 by the
Brazilian Ministry of Health, known at the time
as the Family Health Program (FHP) for redi-
recting health care that previously was based on
technicalities/a hospital-centered model, based
on the principles of the Unified Health System
(Sistema Unificado de Saiide - SUS). It aimed to
strengthen primary care through interdisciplinary
practices developed by teams in the Family Basic
Health Units (FBHU), which are responsible for
a certain group of the population located within
a territory. The nurse, as a member of the family
health team, performs common activities, along
with specific responsibilities, including: nursing
consultation, diagnostic test requisitions and
medication prescription, as established in the
Ministry of Health Programs.?

Nurse prescribing is supported by Law n.
7498/1986 and Decree n. 94,406/1987, which regu-
late the profession; it is established as a nurse’s
activity as member of the healthcare team in public
health programs, and is routinely approved by the
health institution. However, this practice has been
taking clearer shape in recent years, by publishing
care protocols created by the Ministry of Health.>*

Although law establishes it, this practice
has sparked intense debate by critics, especially
physicians.” Although there is legal support, and
despite the judicial clashes, the discussion among
professionals is still incipient, raising doubts. As
a consequence, different practices related to this
assignment are observed in health services. In
addition, due to constant technological advance-
ment, new laws are being implemented all the
time in the health sector, including some referring
to the prescription of medications and request for
diagnostic tests by nurses, putting them constantly
in evidence, since their limits do not seem clear
to many health professionals, including nurses.
Thus, the following questions are relevant to guide
this study: what are the laws that guide nurse
prescribing of medicine? What are the norms of
the Ministry of Health that drive this assignment?
What other health sector legislation may endorse
or refute such actions?

Through the above, this article has the
objective of identifying the legal and regulatory
contours of nurse prescribing in Brazil, identifying
its history, trends and challenges.

METHOD

Documentary research was conducted
according to the type of exploratory study. This
methodological feature applies to the proposed
objectives, as the documents are sources of re-
cords that report events, values, and statements
of a particular social group in a historical period,
explaining intrinsic forms of social relations.®

The documents were selected from the
preliminary assessment, using the dimensions
proposed by Cellard:” context analysis, the author/
authors, the authenticity and reliability of the text,
the nature of the text, the key concepts and internal
logic of the text. For data collection, a guide was
used, according to the purpose of the research.
The same guide was applied to each document
analyzed, and the analysis was completed after
successive readings of the data collected.® The
script included issues related to the implicit or
explicit positioning regarding nurse prescribing,
and their impact on the practice.

In this sense, specific nursing legislation was
analyzed, such as the Professional Practice Law n.
7498 /1986, Decree n. 94,406/ 1987 * resolutions of
the Conselho Federal de Enfermagem (COFEN): n.
271/2002; n. 317/2007;° n. 272 /2002; n. 358 / 2009
and n. 195/1997.1

The of Primary Care Ordinance n. 648/GM
2006'? and Ordinance n. 1625/GM 2007, of the
Health Ministry was included, available in http://
www.saude.gov.br/dab, along with Ordinance
n. 2,488 /GM 20112 which granted consent for the
current National Policy for Primary Care.

Finally, legislation implemented in the
health sector was analyzed, highlighting: Law n.
12,842/2013,* known as the Medical Practice Act
Law; Resolutions of the Collegiate Board (Res-
olugoes da Diretoria Colegiada -DRC) n. 44/2010%
and n. 20/2011,%* related to the use of antimicrobi-
als, and Ordinance 184/2011" which established
the Popular Pharmacy Program in Brazil.

After this step, and with the research Corpus,
data content analysis was initiated through dis-
tinct phases: pre-analysis, exploration of material
or coding, processing of the inference and inter-
pretation of the results.” Based on the analyzed
material, three categories were elected: legal paths
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taken by the nursing discipline for prescription
of medications; nurse prescribing of medicine in
primary health care; and, the legal implications for
the health sector of nurse prescribing.

As this was documentary research, with
public domain material available on the Internet,
there was no need to submit the research project
to an ethics committee.

RESULTS AND DISCUSSION

The legal paths taken by the nursing
discipline for prescription of medications

The first legal instrument, which makes
reference to nurse prescribing in Brazil is Federal
Decree n. 20931 of January 11, 1932, which regu-
lates and supervises, simultaneously, the practice
of medicine, dentistry, veterinary medicine and
pharmacy, midwifery and nursing professions."

In this Decree, the nurse’s role is described
in Article 36 in conjunction with the midwife as-
signments. Article 37, item “d” describes what is
forbidden to midwives: “prescribe medications,
unless it is urgently demanded by the need to pre-
vent or combat serious accidents that compromise
the life of the mother, the fetus or newborn”.* Note
that it opens a basis for medication prescription by
nurses, in this case, the midwife, although on an
urgent basis. The decree is silent on nurse prescrib-
ing. In this legislation, only the physician and the
dentist were considered prescribers, excluding the
nurse and pharmacist.

In the 1950s, some questions surrounding
technical orientation of the act arose; at that time,
nurses began to emphasize the application of sci-
entific criteria in their procedures, increasing re-
flections on the need to develop a specific body of
knowledge that could give identity and autonomy
to the profession. This period was characterized
by efforts of the discipline to validate the nursing
work process against the list of health sciences, in
the social recognition of the profession, and give
value to the act of caring.’

The Nursing Process (NP), established in
1985 by the World Health Organization from the
theoretical, scientific and philosophical founda-
tions of the profession, was reported as a method
to achieve quality nursing care, and must be used
by all nurses in their professional practice.” The
operationalization of the NP in four stages (assess-
ment, planning, implementation and evaluation)

does not refer to prescription of medications as an
integral part of the care.

The assignment of nurse prescribing of medi-
cine was guaranteed in 1986 with the approval of
Legislation n. 7498, which regulates the Profes-
sional Nursing Practice; in article 11, item II, letter
“c”, it describes nurse prescribing of medications
in public health programs approved by the health
institution,® and Decree n. 94.406 of June 8, 1987,
ratified this assignment.* The limit for this assign-
ment is within the public health programs created
by the Ministry of Health.

Nurse prescribing of medicines emerges
as an isolated practice in the nursing process, as
consultation and prescription of nursing care,
established in the same legislation, but not yet
regulated. Only in the 1990s and mid-2000s were
the normalizing legislations of nursing process
introduced: Resolution n. 159/1993% of COFEN
(Brazilian Federal council of nursing) regulating
the nursing consultation, as well as Resolutions n.
272/2002 and n. 358/2009" COFEN, establishing
the Nursing Care Operationalization (NCO) and
implementation of the nursing process in public
and private environments, where professional
nursing care occurs.

Considering this aspect, it seems that there
was a reversal of the norms that refers to the nurs-
ing process. For the nurse, there was an opportu-
nity to prescribe medications, without a perceived
necessity for doing so within her work processes.
So, nurse prescribing has become an superfluous
addition to the nursing consultation, standardiza-
tion of care, or the nursing process as a whole, as
shown in Figure 1, since the elements composing
the nursing consultation and the systematization
of nursing care do not include this activity.

Figure 1 - Nurse prescribing of medication in the
context of the nurse’s work process
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Regarding diagnostic test requests, the
COFEN - Resolution n. 195," published about this
subject in 1997, was based on the explanation that
this attribution guarantees effective care without
risk to the patient, even in the presence of prescrip-
tion medications. This resolution indicates twelve
programs and/or manual technical standards,
published at the time by the Ministry of Health.

In 2002, COFEN published Resolution n. 271,
which discussed nurse prescribing of diagnostic
tests requested by nurses. Without expressing
anything new, this resolution only ratified the law
of professional practice. This resolution prevailed
for only five years and was replaced in 2007, by
Resolution n. 317, alleging that it was already
provided in the professional nursing practice
legislation.” COFEN demonstrated the need to
reaffirm the nurse prescribing of medication as a
legal act. However, there is no movement within
the discipline or it’s representative organizations
to legitimize this role in nursing, or to ensure the
appropriate training to assume this responsibility.

Although the ministerial programs do
not address the standardization of nursing care
in health programs, nurse prescribing should be
subsidized by NCO, a theoretical framework by
which nursing practice is applied.” The nursing
consultation is inserted in this working process as
an independent activity, aimed at the provision of
conditions to improve the quality of life of users,
family and community, through a contextualized
and participatory approach.”

At this juncture, without the approach of
NCO, and if not inserted into the nursing con-
sultation context, nurse prescribing tends to be a
reproduction of the complaint-conduct model,”
whose professional-user relationship is guided
by the restricted verbalization of symptoms by
the user, that receives, in return, an immediate
curative procedure.

Prescription of medicines was neither in-
corporated into the nursing consultation nor into
the NCO, maybe, because the nursing discipline
does not recognize this assignment as part of its
responsibilities, which is to provide care. This at-
tribution was strengthened only when a the nurse
is a member of the primary health care team, justi-
tying a restriction to this level of attention, unlike
other countries where prescription of medicines
by nurses occurs in other sectors of assistance.?

A concern that seems relevant, however, and
which is not receiving proper attention at the local

level, is that although the protocols published by
Ministry of Health are based on global scientific
evidence and express a national guideline, nurse
prescribing must be legally established by the local
manager, which has not occurred. The most com-
mon situation is the lack of a clear position on this
nurse assignment by managers,” that results in the
absence of prescription regulation, by protocols or
municipal ordinances.”

International experience has shown that
legalizing nurse prescribing and the overcoming
of resistance to their introduction in different
countries can be achieved by the union of nurses
and their agency representatives at the national
level in supporting this practice.*® In countries
such as the United Kingdom, with a long tradition
of nurse prescribing, its expansion occurred from
research supported by the government evaluating
the acceptability, efficacy and safety of prescriptive
nursing practice.?*

Nurse prescribing of medications in primary
health care

As mentioned earlier, the privileged locus of
prescription of medications and diagnostic tests
is primary care, by means of FHS, whose basis is
the multidisciplinary work based on interdiscipli-
narity, which in turn, requires an approach that
challenges professional certainties and stimulates
permanent horizontal communication between
team members.*!

In the FHS, all professionals have resized
their professional roles, both as regards to indi-
vidual action, and as a team member. Thus, the
specific actions developed by nurses in the FHS,
include among others: providing health care for
individuals and families performing the compre-
hensive care actions at all stages of the life cycle:
children, adolescents, adults and elderly in the
level of their competencies; performing nursing
consultation; requesting additional tests, pre-
scribing/ transcribing medications, according to
protocols established by Ministry of Health Pro-
grams and the legal provisions of the profession;
supervising and coordinating continuous educa-
tion in health for training of Community Health
Agents and nursing assistants; and, participating
in the management of material resources from
Basic Health Units.?

The development of care activities per-
formed by nurses in the FHS, from health pro-
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motion and education activities, prevention and
treatment of diseases, has enabled greater pro-
fessional autonomy, providing significant social
and political ascension of the profession.” In this
sense, it is emphasized that the work of nurses
in the FHS enables the achievement of results
consistent with their training, consolidating their
role in the work process and demystifying social
prestige marks and the lack of autonomy, found
throughout professional history.*

In order to review the guidelines for organiz-
ing primary care performed in the FHS and Com-
munity Health Agents Program (CHAP), Decree n.
648 /GM of March 28, 2006, was published approv-
ing the National Policy of Primary Care (NPPC)."
In its Annex I, which deals with the responsibili-
ties of professionals from Family Health Teams,
Oral Health and Community Health Agents, the
Ordinance provides the following specific attribu-
tions of nurses: “I - Perform full assistance (health
promotion and protection, disease prevention,
diagnosis, treatment, rehabilitation and health
maintenance) to individuals and families at FHS
and, when indicated or necessary, at home and /
or in other community spaces (schools, associa-
tions etc.), at all stages of human development:
childhood, adolescence, adulthood and seniors;
IT - As protocols or other technical regulations
established by the municipal manager or the
Federal District, observing the legal provisions
of the profession, performing nursing consulta-
tion, requesting additional tests and prescribing
medications, [...]” (our emphasis).

The Brazilian Conselho Federal de Medicina
(CFM) instigated a legal action, in February 2007,
against this ordinance asking for its suspension,
claiming that it allowed the practice of private
medical acts by professionals who do not have
a degree in medicine implying, therefore, risk of
increased diseases and injury to public health.
The Federal Regional Court of the First Region
decided to suspend decree n. 648/2006 regarding
“[...] the possibility of other professionals who
are not legally qualified physicians to practice
medicine, perform clinical diagnosis, prescribe
medications, medical treatments and request ex-
aminations.*

Facing such an impasse, the Ministry of
Health, seeking consensus with the representa-
tives of the Councils of the categories involved,
published Decree n. 1625 amending the Annex I
of NPPC, related to the role of nurses of Family
Health Teams, “I - Perform full care for individu-

als and families at FHS and, when indicated or
necessary, at home and/or in other community
spaces. II - Perform nursing consultations, request
additional tests and prescribe medications, observ-
ing the legal professional provisions and according
to the protocols and other technical regulations
established by the Ministry of Health, state or
municipal authorities, or Federal District”."®

Establishing the NPPC, the Ministry of
Health kept the legal norms provided by Law n.
7498 /1986 of the Professional Practice in Nursing.
The understanding of nursing discipline repre-
sentatives is that prescribing medications and
ordering diagnostic tests does not compromise the
clinical diagnosis and autonomy of the medical
professional.**

Thus, the Ministry of Health is keeping
the prescription of medicines as an attribute of the
professional nurse as part of primary health care
in tuberculosis, leprosy, hypertension, diabetes,
Attention to Children’s Health, Integrated Man-
agement of Childhood Illness (IMCI), prenatal,
sexually transmitted diseases protocols, among
others. The publication of Decree n. 2488/2011,
repealing Ordinance n. 648/2006, approves the
NPPC, keeping the prescription of medicines and
ordering of diagnostic tests, and continues to at-
tribute to the nurse the function of referring users
to other services when necessary.? This situation
may indicate a movement of continuity of the role
that nurses has been assuming in primary care.
Although this is just one of the assignments shared
with other health professionals and not the most
important in this model of care, it is the only one
that has been questioned, especially by the medical
professional.

In addition to the professional issue, there
are no explicit motivations for nurses to assume
the prescribing function in Brazil. However,
the reaffirmation of this attribution through the
protocols coincides with the expansion of health
services supply and the difficulty with integrat-
ing physicians into the Family Health Strategy in
a context of expense reduction for health.* Given
such a situation, the nursing activities provided
them with more responsibility, in order to meet
service demand.”

Ordinance GM n. 816, in 2005, established the
National Steering Committee of Care Protocols,
Therapeutic Guidelines and Technology Incor-
poration in Health, which among other responsi-
bilities, sets criteria for evaluation, approval and
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incorporation of clinical and care protocols into
the SUS. There are no nursing representatives
in the composition of this committee. If, on one
hand, the nurse is emerging with a prominent role
in these protocols, on the other hand, it does not
have guarantee participation in that committee.*

Implications of health sector legislation on
nurse prescribing of medications

The health sector, in general, has been
awarded with some legislation that focuses on
the issue of nurse prescribing, placing the subject
repeatedly at the center of debates.

Among theselegislations, Lawn. 12,842/2013,
known as the Medical Practice Act, was processed
more than a decade in the legislative scope in order
to regulate general provisions on the practice of
medicine, disregarding and infringing upon the
legal bases of the different health professions,
especially nursing. If approved, according to the
original pretensions, it tends to jeopardize the
prescriptive attribution of nurse, as in Article 4,
paragraph I, establishing the formulation of diag-
noses that classify diseases, and their therapeutic
prescriptions, as a private activity of physicians."

A class struggle by the professional mo-
nopoly was initiated by physicians and their rep-
resentatives classes, lasting for years, diverging
of what is meant by professional act, which is an
action guided by regulatory rules of a profession in
order to consolidate its professional identity.” The
physicians obstinacy in accepting the full exercise
of other professions was perceived, retaining the
central role of the physician in health, as well as
ignoring the evolution of the health care model,
which aims to be interdisciplinary, and no longer
physician-centered.

The outcome of that contest was the approval
of the law, with vetoes in Article 4, among others,
not guaranteeing to physicians, exclusively, the
formulation of diagnosis and prescription. For
nurses, the vetoes represent the maintenance of
activities planned in the FHS protocols and the rec-
ognition of space for other healthcare categories.?®

Another document that incurs on the pre-
scriptive act of nurses is the Collegiate Board
Resolution (RDC) n. 44 of 26 October 2010, which
provides for the control of antimicrobial drugs. In
this resolution, the Agéncia Nacional de Vigilancia
Sanitdiria (ANVISA) provides, in Articles 2 and
3, that antimicrobial medications can only be
provided by the prescription of an appropriately

qualified professional,”” but it does not specify who
is the prescribing professional.

In the existence of such uncertainty, the
Nursing Councils required a position from AN-
VISA regarding who could prescribe antibiotics.
In response, the agency published RDC. 20 of May
5, 2011, which amends the first resolution, set in
article 4, that legally qualified professionals should
perform the prescription of antimicrobial covered
in this resolution.'® Thus, nurse prescribing meets
the provisions for the Law of Professional Practice,
and enables the acquisition of antimicrobials.

Another Ordinance of the Ministry of Health,
n. 184 of February 3, 2011,"” which provides for
the Brazilian Popular Pharmacy Program (BPPP)
(Programa Farmidcia Popular do Brasil), in article
27 establishes that for commerce and dispensing
of medications and/ or related within the BPPP,
pharmacies and drugstores should necessarily
require a prescription, including the registration
number of the physician in the Conselho Regional
de Medicina (CRM), signature and stamp of the
physician, contrary to the provisions of article 2
of RDC n. 20, which states that private pharmacies
and drugstores, as well as public, such as the units
belonging to BPPP must dispense medications by
retaining a bookkeeping receipt in accordance with
this resolution.’®

Thus, based on these legal provisions, there
is an inconsistency between the documents of AN-
VISA and those which regulate the BPPP, allowing
a divergent and antagonistic ministerial statement,
as well as a dichotomy within professional nursing
legislation as regards the nurse as a professional
legally enabled to prescribe medication within
public health programs; however, the same pre-
scription is not accepted at pharmacies which, in
turn, are also regulated by the Ministry of Health.

In this regard, the full implementation of the
nurse’s role is denied, since nurses do not have
enough autonomy to ensure full care for the user,
according to some documents of the Ministry of
Health and infringing legislation, leading to the
instability of the attribution of nurse prescribing
within the Ministry of Health.

FINAL CONSIDERATIONS: TRENDS
AND CHALLENGES

The prescription of medications by nurses
is legally secured through the regulation of the
profession, in the Law of Professional Practice of
Nursing. However, 28 years after creation of this
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law, it remains under discussions, challenging the
legality and effectiveness of this attribution, con-
trary to the legal basis of the profession, as well as
ministerial documents, which also recognize this
role of the nurse prescriber.

The trend is that the issuance of prescription
medications by nurses still meets with resistance,
especially from physicians, who do not under-
stand that prescription medications historically
belonged to the core medical activities, but are
now recognized as part of the activities within
many health professions, composing, a common
area between the professions of mutual support
in performing their activities.

These discussions will continue until the
historical medical focus is overcome, allowing the
recognition of this professional category, so that all
professions achieve their place in this new health
organization model, in which interdisciplinarity
is the working method.

On the other hand, there is a lack of com-
mitment from nurses with regard to the fight for
legitimacy of this attribution. There is a lack of
knowledge about the legislation that guides the
profession, a gap that exists within the educational
process, and an incipient debate on health services
on this topic, given the non-standardization of
health care by staff, based on protocols established
by the Ministry of Health.

Thus, it is mandatory to mobilize the disci-
pline of nurses in order to have the recognition
of their prescriptive authority, assured since its
regulation, which has been regarded as part of the
scope of tools for professional autonomy.

A major challenge is the achievement of new
relationships of nurses with other team members,
users and health services managers. Positions of
submission assumed by nurses do not favor a
climate of trust and respect needed to develop
the responsibility of prescribing medication even
when confronted with the prerogative of team-
work in primary care.

Another challenge is to eliminate the po-
larization that the prescription of medications
assumes in the routine of nurses, in which some
refuse to prescribe while others assume such an
assignment as an isolated function within the
nursing work process. Although medications to
be prescribed are within pre-defined protocols,
the nurse must associate the standardization of
nursing care as scientific support to subsidize the
nursing consultation.
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