
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 SS-83 of 2015, in the state of São 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 20221. 
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 care1.

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 men2?

Erectile dysfunction (ED), defined as a man’s 
inability to achieve and maintain a penile erec-
tion sufficient to allow satisfactory sexual inter-
course3 already had its first records described in 
the Heber Papyrus around 1600 BC. in ancient 
Egypt4.

Data from the WHO prove that sexual health 
is the factor that most interferes with the quality 
of life of the male population5. 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 groups6.

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 20257,8. 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 age2.

The causes of ED can be classified as psycho-
logical, organic or even a combination of both9. 
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 interventions9.

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 (PGE1) 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 medicine10,11. 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-
ties12. 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)13, 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 
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time and at defined intervals, and also the indi-
cation of effective, safe and quality medicines14.

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)14, 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-
tions15.

In the state of São 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 linked16. 
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)17, 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 CONITEC18.

It is observed that the Generic Medicines 
Policy19, 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 website20 and, above all, 
by offering them at more affordable prices21. On 
the other hand, no specific medications were ob-
served for the treatment of ED in the Farmácia 
Popular do Brasil Program22.

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)11,12.

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 orientation12.

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 needs23. 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 spheres24.

In Brazil, it is noteworthy that the assessment 
for the incorporation, alteration or exclusion of 
technologies is carried out by CONITEC25. In 
this scenario, the importance of Health Technol-
ogy Assessment Centers (NATS)26 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 
coverage27,28.

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 impact29.

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 

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)30 prove the effect of 
PDE5 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 BPH31.

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.
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