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Abstract This is an opinion-based article that
aims to reflect on the antagonism established be-
tween the National Policy of Integral Attention
to Men’s Health (PNAISH) with specific focus on
ED (Erectile Dysfunction), directed to access to
medication. It is well-known that PNAISH pre-
sents objectives that go beyond sexual and repro-
ductive health, especially, even after 13 years of
its publication, since there was no incorporation
of medications to treat ED within the SUS. This
article was developed based on the scenario ob-
served in the daily care of patients who undergo
treatment in the Men’s Health Outpatient Service
of a High-Complexity Hospital. According to this
perspective, it is important to emphasize, that
the prescription of medications within the SUS
should faithfully follow the Rename; as recom-
mended by Decree 7,508, observing the Resolu-
tion 8§-83 of 2015, in the state of Sdo Paulo. This
establishes that the cost of dispensing medications
not included in the SUS pharmaceutical assistan-
ce protocols, through judicialization, prescribed
by a physician in the state health network, may
be funded by the institution to which this physi-
cian is affiliated.
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The National Policy for Comprehensive Men’s
Health Care (PNAISH), established by Ordi-
nance No. 1,944, completed 13 years in 2022
Its recognition that male health problems consti-
tute true public health problems is notable. Thus
it proposes improvements that make it possible
to increase life expectancy, and its general pur-
pose is to reduce morbidity and mortality rates
from preventable and avoidable causes among
this population. Among its specific objectives,
there are references directly related to Erectile
Dysfunction (ED), which is considered the most
prevalent among sexual dysfunctions. The policy
proposes to guarantee lines of care, from the per-
spective of comprehensiveness, such as stimulate
and carry out actions and qualify personnel for
attention to male sexual dysfunctions and guar-
antee access to specialized secondary and tertiary
care services for cases identified as deserving of
this care'.

Among the challenges observed in the liter-
ature related to PNAISH are: making the male
population seek health services, mainly Primary
Care. It is considered as a gateway or through the
Family Health Strategy (ESF) and not through
secondary care, as evidenced by the PNAISH
itself. Considering another perspective; would
these services be prepared? Is this adequate to
serve the male population with a generalist ap-
proach to health and ED issues? Would there be
diagnostic resources available in Primary Care
and referral services to meet demand? Is infor-
mation about triggering factors and therapeutic
resources reaching men??

Erectile dysfunction (ED), defined as a man’s
inability to achieve and maintain a penile erec-
tion sufficient to allow satisfactory sexual inter-
course® already had its first records described in
the Heber Papyrus around 1600 BC. in ancient
Egypt*.

Data from the WHO prove that sexual health
is the factor that most interferes with the quality
of life of the male population®. Despite not be-
ing lethal, it should be mentioned that erectile
dysfunction (ED) may indicate the existence of
underlying diseases, be associated with previous
cardiovascular diseases, diabetes and depression
in different age groups®.

It is estimated that 50% of men over 40 years
of age present this dysfunction, reaching 90% by
the age of 70 (the elderly). The incidence could
reach 322 million cases in 202578 According
to data from the 2010 IBGE Census, Brazil had
93,406,990 men and 97,348,809 women; this
population will live an average of 73.48 years

(69.73 for men and 77.32 for women). Thus, ED
will be one of the relevant health problems in a
significant portion of the population over 40
years of age’.

The causes of ED can be classified as psycho-
logical, organic or even a combination of both’.
The most common psychogenic causes include
performance anxiety, psychiatric disorders (anx-
iety and depression), and relationship conflict.
Among the organic factors, there are vascular,
endocrine and neurological causes, those related
to drugs and urological interventions®.

Currently, there are several drugs available on
the market for the treatment of ED, such as phos-
phodiesterase type 5 (iPDE5) inhibitors: sildena-
fil, tadalafil and vardenafil. The first line of treat-
ment for ED of hormonal origin is testosterone
cypionate, nandrolone decanoate, testosterone
undecanoate, testosterone undecylate. As a sec-
ond line, there is the synthetic analogue equiv-
alent to prostaglandin E1 (PGEL1) or alprostadil;
drug approved for intracavernous treatment and,
for third line: the malleable penile prosthesis al-
ready offered by the SUS. It is noteworthy that the
penile prosthesis is classified as an input and not
as a medicine'®!!. These therapeutic options are
considered effective, safe, cost-effective, based on
scientific evidence, with approval from the Na-
tional Health Surveillance Agency, (ANVISA),
European Medicines Agency (EMA) and Food
and Drug Administration (FDA).

However, so far, no medications indicated
for ED have been incorporated/offered in accor-
dance with the National List of Essential Med-
icines (RENAME) of the Ministry of Health,
which guides the lists of states and municipali-
ties'”. A paradox that is established in line with
public policies established for the male popula-
tion as recommended by PNAISH in relation to
access to essential medicines within the scope of
the Unified Health System (SUS).

It is clearly observed that PNAISH is commit-
ted to demonstrating clarity and integration with
other Health Policies in a transversal way. How-
ever, this integration does not occur. This can be
seen when observing the outline of the National
Medicines Policy (PNM)*, which advocates ac-
cess to essential medicines within the scope of
the SUS, guaranteeing pharmaceutical assistance
and, above all, promoting rational use.

Rational use of medicines is understood
when there is an appropriate prescription, time-
ly availability and also affordable prices. It must
be dispensed under appropriate conditions, con-
sumed in doses and for the indicated period of



time and at defined intervals, and also the indi-
cation of effective, safe and quality medicines'.

It is important to highlight that the prescrip-
tion of medication within the SUS scope must be
in accordance with RENAME, with the PCDT
of the Ministry of Health (MS), or with the State
List of Essential Medicines (RESME), district and
municipal medicines list - Municipal List of Es-
sential Medicines (REMUME)", including in a
rational way.

With the unavailability of these medications
in the SUS, even when prescribed meeting the
criteria, users can go to court to request the med-
ication. When granted by the judiciary, a lawsuit
is generated against the state or municipality,
which does not characterize the best path to pro-
moting rational access, considering the sustain-
ability of the health system. The ineffectiveness of
access to medicines in the programs responsible
for supplying medicines can often be related to
the presentation of prescriptions for medicines
not available in the SUS and, as a consequence,
there is an increase in the number of legal ac-
tions".

In the state of Sao Paulo, Resolution SS-83
of 2015 was published, establishing that the cost
of dispensing non-standardized medicines or
medicines not included in the SUS pharmaceu-
tical assistance protocols, prescribed by a doctor
from the state health network, may be covered
by the institution to which the doctor is linked'.
It should be noted that the discount will occur
through the transfer of financial resources des-
tined to state health institutions, immediately
after the medication delivered to the user at the
respective health establishment has been dis-
charged.

Given this scenario, it becomes unfeasible
and antagonistic for doctors working in the SUS,
especially in establishments under state manage-
ment, to prescribe medications for the treatment
of ED in line with the guidelines established by
the SUS and what PNAISH recommends. Given
this exposure, it is observed that users are of-
ten prevented from receiving the indicated and
most appropriate therapy, deviating from the
basic principles of the SUS, in particular, equi-
ty. It is important to emphasize that there are no
records of submission of these technologies to
the National Commission for the Incorporation
of Technologies in the SUS (CONITEC)", nor a
justification for this. It is believed that the failure
to incorporate these technologies into pharma-
ceutical assistance programs may have occurred
due to negligence, including by the pharmaceu-

tical industry, which currently occupies the first
place as a claimant in CONITEC®,.

It is observed that the Generic Medicines
Policy®, from this perspective, may have favored
user access, mainly by presenting in its list the
majority of medicines indicated for ED, as can
be seen on the ANVISA website® and, above all,
by offering them at more affordable prices*. On
the other hand, no specific medications were ob-
served for the treatment of ED in the Farmdcia
Popular do Brasil Program®.

It is important to highlight that the drug
sildenafil from the class of Phosphodiesterase
inhibitors type 5 iPDE-5 is already supplied by
SUS, incorporated by CONITEC, according to
RENAME version 2022, currently available with-
in the scope of the Specialized Component of
Pharmaceutical Assistance (Ceaf), for Arterial
Hypertension pulmonary disease (PAH), and for
Systemic Sclerosis (SSc)''2.

An inconsistency is observed when consult-
ing the medication sildenafil citrate in the MED-
SUS application (app), available on the website
(gov.br), considered an important tool to support
health professionals in preparing medical pre-
scriptions/prescriptions within the SUS. Howev-
er, sildenafil citrate in 50mg and 100mg presen-
tations, even though it is described in the app, is
not offered in the SUS for ED, what characterizes
a paradoxical orientation'.

Currently, aiming for the sustainability of the
system, decisions about which treatments should
be made available in the SUS need to be based on
health needs?. In this scenario, the importance of
Health Technology Assessment (HTA) is evident
with the aim of providing information for deci-
sion-making for managers in all spheres®.

In Brazil, it is noteworthy that the assessment
for the incorporation, alteration or exclusion of
technologies is carried out by CONITEC®. In
this scenario, the importance of Health Technol-
ogy Assessment Centers (NATS)* is observed,
considering that most of them are linked to large
hospitals. These institutions are mostly consid-
ered references for the male population, includ-
ing for the treatment of ED.

It is worth noting that there are other ways
of offering medicines not guided by RENAME
even if they are not incorporated by CONITEC.
The medicine can be provided at the state level,
through State Technical Standards. They are es-
tablished by the State Health Departments or by
municipalities in accordance with REMUME.
Both situations can occur through the Therapeu-
tic Pharmacy Commission - CFT, according to
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the mapping of the epidemiological profile of its
coverage”,

It is important to highlight that when one in-
tends to request expanded access to an already
incorporated technology, such as sildenafil ci-
trate, either through the preparation of Scientif-
ic Technical Opinions (PTC) or the preparation
of a Dossier; it becomes feasible, since there are
available data considered essential for carrying
out HTA for decision-making, such as safety, ef-
fectiveness and, above all, the analysis of the bud-
getary impact?®.

There is another important therapeutic op-
tion, the drug tadalafil 5 mg, currently prescribed
both to improve sexual performance in patients
with ED, and for the treatment of some cases of
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Benign Prostatic Hyperplasia (BPH) or for both
cases, an optimized dose. Studies with a high
level of scientific evidence, graded by GRADE
(Grading of Recommendations Assessment, De-
velopment and Evaluation)® prove the effect of
PDES5 inhibitors (iPDE-5) in the treatment of
BPH. Currently, tadalafil 5 mg (once a day) is
approved in Brazil for the treatment of urinary
symptoms associated with BPH?'.

This set of actions can provide a sustainable
health system in line with established public
policies, access to medicines in a rational way,
prescription of treatment based on scientific ev-
idence, and safe and effective assistance for the
user, therefore enabling the achievement of satis-
factory outcomes.



References

10.

11.

12.

13.

14.

Brasil. Ministério da Saide (MS). Portaria n° 1.944, de
27 de agosto de 2009. Institui no ambito do Sistema
Unico de Satide (SUS), a Politica Nacional de Atengio
Integral a Saude do Homem. Didrio Oficial da Unido
2009; 28 ago.

Paula SHB, Almeida JD, Bonfim JRA. Disfungao eré-
til: da medicalizagdo a integralidade do cuidado na
Atengao Basica. BIS 2012; 14(1):101-109.

NIH Consensus Conference. Impotence. NIH Con-
sensus Development Panel on Impotence. JAMA
1993; 270(1):83-90.

Alves MA. Fisiologia peniana e disfungdo erétil: uma
revisdo de literatura. RBCS 2012; 16(3):439-444.
World Health Organization (WHO). Sexual health
[Internet]. Geneva: WHQO; 2017 [cited 2023 maio
5]. Available from: http://www.who.int/topics/sexu-
al_health/en/.

Kloner RA, Goldstein I, Kirby MG, Parker JD, Sado-
vsky R. Cardiovascular safety of phosphodiesterase
type 5 inhibitors after nearly 2 decades on the market.
Sex Med Rev 2018; 6(4):583-594.

Epaminondas WA, Reis CMS, Novaes MRCG. Study
of the prevalence of erectile dysfunction in urology
outcourse in the United Health System of the Federal
District. Brasilia Med 2022; 59:1-12.

Ayta IA, McKinlay JB, Krane R]. The likely worldwi-
de increase in erectile dysfunction between 1995 and
2025 and some possible policy consequences. BJU Int
1999; 84(1):50-56.

Sarris AB, Nakamura MC, Fernandes LGR, Staichak
RL, Pupulim AF, Sobreiro BP. Fisiopatologia, avalia-
¢do e tratamento da disfungdo erétil: artigo de revisdo.
Rev Med (Séo Paulo) 2016; 95(1):18-29.

Salonia A, Bettocchi C, Boeri L, Capogrosso P, Carva-
lho J, Cilesiz NC, Cocci A, Corona G, Dimitropoulos
K, Giil M, Hatzichristodoulou G, Jones TH, Kadioglu
A, Martinez Salamanca JI, Milenkovic U, Modgil V,
Russo GI, Serefoglu EC, Tharakan T, Verze P, Minhas
S; EAU Working Group on Male Sexual and Repro-
ductive Health. European Association of Urology
Guidelines on Sexual and Reproductive Health-2021
Update: Male Sexual Dysfunction. Eur Urol 2021;
80(3):333-357.

Brasil. Ministério da Saide (MS). Portaria n° 321, de
8 de fevereiro de 2007. Institui a Tabela de Procedi-
mentos, Medicamentos, Orteses/Proteses e Materiais
Especiais - OPM do Sistema Unico de Satide - SUS.
Didrio Oficial da Unido; 2007.

Brasil. Ministério da Satde (MS). Secretaria de Cién-
cia, Tecnologia, Inovagao e Insumos Estratégicos em
Saude. Departamento de Assisténcia Farmacéutica e
Insumos Estratégicos. Relagdo nacional de medica-
mentos essenciais 2022. Brasilia: MS; 2022.

Brasil. Ministério da Sadde (MS). Secretaria de Po-
liticas de Saude. Portaria n° 3.916, 30 de outubro de
1998. Aprova a Politica Nacional de Medicamentos.
Didrio Oficial da Unido 1998; 30 out.

Brasil. Decreto n° 7.508, de 28 de junho de 2011. Re-
gulamenta a Lei n° 8.080, de 19 de setembro de 1990,
para dispor sobre a organizagio do Sistema Unico de
Saude - SUS, o planejamento da saude, a assisténcia a
saude e a articulagio interfederativa, e d4 outras pro-
vidéncias. Didrio Oficial da Unido 2011; 28 jun.

15.

16.

17.

18.

19.

20.

21.

22.

23.

24.

25.

26.

Figueiredo TA, Osorio-de-Castro CGS, Pepe VLE.
Evidence-based process for decision-making in the
analysis of legal demands for medicines in Brazil. Cad
Satide Publica 2013; 29(Supl. 1):S159-S166.

Séo Paulo. Resolugdo SS-83, de 17 de agosto de 2015.
Dispde sobre a prescri¢do de medicamentos no 4mbi-
to do Sistema Unico de Satde - SUS. Didrio Oficial do
Estado de Sio Paulo 2015; 17 ago.

Brasil. Ministério da Saude (MS). Secretaria de Ci-
éncia, Tecnologia, Inovagdo e Insumos Estratégicos
em Satude. Departamento de Gestdo e Incorporagao
de Tecnologias e Inovagdo em Satide. Diretrizes me-
todoldgicas: elaboragdo de pareceres técnico-cientificos.
Brasilia: MS; 2021.

Tamachiro ST, Gongalves FAR, Simone ALM, Aguiar
PM. Does the pharmaceutical industry interfere in the
sustainability of the public health system in Brazil? A
reflection on the pressure for the incorporation of
medicines. Cad Saude Publica 2022; 38(7):e00233321.
Brasil. Lei n° 9.787, de 10 de fevereiro de 1999. Altera
a Lei n° 6.360, de 23 de setembro de 1976, que dispoe
sobre a vigilancia sanitdria, estabelece o medicamento
genérico, dispoe sobre a utilizagdo de nomes genéri-
cos em produtos farmacéuticos e d4 outras providén-
cias. Didrio Oficial da Unido 1999; 11 fev.

Agéncia Nacional de Vigilancia Sanitéria (ANVISA).
Medicamentos genéricos: estatisticas e listas [Internet].
2020 [acessado 2023 mar 11]. Disponivel em: https://
www.gov.br/anvisa/pt-br/assuntos/medicamentos/
genericos/estatisticas.

Quental C, Abreu JC, Bomtempo JV, Gadelha CAG.
Generic drugs in Brazil: impacts of public policies
upon the national industry. Cien Saude Colet 2008;
13(Supl.):619-628.

Silva RM, Caetano R. “Farmacia Popular do Brasil”
Program: characterization and evolution between
2004 and 2012. Cien Saude Colet 2015; 20(10):2943-
2956.

Brasil. Ministério da Saude (MS). Secretaria de Ci-
éncia, Tecnologia e Insumos Estratégicos. Departa-
mento de Gestdo e Incorporagdo de Tecnologias em
Satde. Entendendo a Incorporagdo de Tecnologias em
Satide no SUS: como se envolver. Brasilia: MS; 2016.
Avaliagdo de Tecnologias em Saude (ATS). Instituto
de Saude. Governo do Estado de Sao Paulo. Secretaria
do Estado da Saude [Internet]. [acessado 2023 abr 7].
Disponivel em: http://www.saude.sp.gov.br/instituto-
de-saude/homepage/acesso-rapido/avaliacao-de-tec-
nologias-em-saude-ats/avaliacao-de-tecnologias-em-
saude-ats.

Brasil. Decreto n° 7.646, de 21 de dezembro de 2011.
Dispoe sobre a Comissdo Nacional de Incorporagdo
de Tecnologias no Sistema Unico de Satide e sobre o
processo administrativo para incorporacéo, exclusio
e alteragdo de tecnologias em satide pelo Sistema Uni-
co de Saude - SUS, e da outras providéncias. Didrio
Oficial da Unido 2011; 22 dez.

Wernz C, Zhang H, Phusavat K. International study
of technology investment decisions at hospitals. Ind
Manag Data Syst 2014; 114(4):568-582.

v

$T0T ‘9-1:(2)6T ‘BATR[0D) 2PNES X BIDUIID)



=)}

Godoi AL, Facio Junior FN

27. Sao Paulo. Resolu¢do SS-54, de 11 de maio de 2012.
Aprova, no 4mbito da Pasta, estrutura e funcionamen-
to da Comissdo de Farmacologia da Secretaria de Es-
tado da Satde de Sao Paulo, e d4 outras providéncias.
Didrio Oficial do Estado de Sdo Paulo 2012; 12 maio.

28. Marques DC, Marques, Zucchi P. Comissoes farma-
coterapéuticas no Brasil: aquém das diretrizes inter-
nacionais. Pan Am ] Public Health 2006; 19(1):58-63.

29. Rede Brasileira de Avaliagdo de Tecnologia em Satde
(REBRATS). Diretrizes Metodoldgicas — Diretrizes [In-
ternet]. 2023 [acessado 2023 abr 7]. Disponivel em:
https://rebrats.saude.gov.br/diretrizes-metodologicas.

30. Brasil. Ministério da Saude (MS). Secretaria de Cién-
cia, Tecnologia e Insumos Estratégicos. Departamen-
to de Ciéncia e Tecnologia. Diretrizes metodolégicas:
Sistema GRADE. Brasilia: MS; 2014.

31. Sociedade Brasileira de Urologia (SBU). Diretrizes
Urologia. Rio de Janeiro: SBU; 2014.

Article presented 23/12/2022

Approved 27/05/2023
Final version presented 29/05/2023

Chief editors: Romeu Gomes, Antonio Augusto Moura da

Silva

() I This is an Open Access article distributed under the terms of the Creative Commons Attribution License



