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ABSTRACT

The relationship between doctors of the Unified Health System (SUS)
and the pharmaceutical industry raises important ethical questions, especially in
the context of rare diseases, characterized by high-cost therapies and a scarcity of
therapeutic alternatives. This study aims to analyze the conflicts of interest,
ethical challenges, and institutional transparency mechanisms involved in this
relationship, in light of Brazilian and international regulations. It is a qualitative
study, of a documentary and normative nature, based on the analysis of legislation,
ethical resolutions, public health policies, and scientific literature. The results
indicate that, although there are regulatory instruments aimed at preventing
conflicts of interest, gaps still persist in the oversight and transparency of
interactions between health professionals and the pharmaceutical industry. It
concludes that strengthening control mechanisms, combined with ongoing ethical
education, is essential to ensure the integrity of clinical decisions, patient safety,
and equity in access to treatments for rare diseases within the SUS.

Keywords:Medical cthics; Conflict of interest; Rare diseases; Unified Health
System; Pharmaceutical industry.
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INTRODUCTION

The interaction between doctors of
the Unified Health System (SUS) and the
pharmaceutical industry is a sensitive
topic of great relevance to medical ethics,
especially in the context of rare diseases.
These illnesses, characterized by low
prevalence and high therapeutic cost,
often require innovative medications,
many of which are still in the early stages
of incorporation into the public health

system.

The influence of the pharmaceutical
industry on medical prescriptions, clinical
guidelines, and public policies can gene-
rate conflicts of interest that

METHODOLOGY

This is a qualitative study, of a
documentary and normative nature, based
on the analysis of legislation, ethical
resolutions, institutional documents, and
scientific literature related to medical
ethics, conflicts of interest, the pharma-

ceutical industry, and rare diseases.

Documents such as

o the Medical Ethics Code, resolutions from the

affect professional autonomy, patient sa-

fety, and the sustainability of SUS. In this
context, it becomes essential to analyze
the ethical limits of these relationships, as
well as the mechanisms of transparency
and institutional accountability adopted in

Brazil.

This study aims to discuss the impa-
cts of the doctor-industry relationship in
the treatment of rare diseases, considering
the Brazilian regulatory framework and
international experiences, especially reg-
arding the control of conflicts of interest

and the

protection of patients' rights.

Federal Council of Medicine (CFM),
norms from the National Health Surveil-
lance Agency (ANVISA), guidelines
from the SUS, as well as international
legislation, such as the Sunshine Act,
were analyzed. The analysis was condu-
cted through an interpretative approach,
seeking to identify  principles  ethical,
institutional responsibilities, and impacts

on clinical practice.
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NORMATIVE FRAMEWORK

AND REGULATION OF

CONFLICTS OF
INTEREST IN HEALTH

Brazilian Normative Framework On

conflicts of interest

The relationship between doctors in the
Unified Health System (SUS) and the
pharmaceutical industry is regulated by a
set of ethical and legal norms aimed at
ensuring transparency, professional inte-
grity, and the protection of public intere-
st. Among the main normative instrume-
nts are the Medical Ethics Code, the
resolutions of the Federal Council of

Medicine (CFM), federal legislation on

conflicts of interest, and the guidelines of
the National Health Surveillance Agency
(ANVISA).

Despite the existence of this regula-
tory framework, it is observed, in scienti-
fic events and educational activities, that
the obligation to declare conflicts of
interest is often fulfilled in a merely
formal manner. In many cases, speakers
present slides with references to the
current norms, such as ANVISA Resolu-
tion No. 96/2008, CFM Resolution No.
1,595/2000, and the

Medical Ethics Code, but with unreadable

text, insufficient time, and lack of conte-

xtualization for the audience.

This practice undermines the ethical
and pedagogical purpose of conflict of
interest declarations, which aim to ensure
transparency, preserve the critical auto-
nomy of the audience, and mitigate
possible commercial influences on scien-
tific content. By reducing this procedure
to a mere protocol act, a relevant oppor-
tunity to strengthen ethical education and
consolidate a professional culture based
on responsibility, integrity, and the prot-

ection ofpatient interests is lost.

This scenario is especially relevant
for young doctors, residents, and profes-
sionals in training who work in the SUS,
for whom transparency should not be
understood as an accessory detail, but as
an essential component of the principles
of beneficence, non-maleficence, justice,
and autonomy, which are fundamental
pillars of medical practice and social trust

In science.

The Brazilian regulatory framework
has progressively evolved in this field.
The Medical Ethics Code (Resolution
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CFM No. 2,217/2018 establishes that the
patient's interest must prevail over eco-
nomic, corporate, or institutional interes-
ts. In 2024, CFM Resolution No. 2,386
expanded the transparency requirements

in the relationships between doctors and
companies in the health sector, bringing
o Brazil closer to international models of

ethical regulation.

Sunshine Act and International Transpa-

rency

In the international context, the Ph-
ysician Payments Sunshine Act stands
out, approved in the United States in
2010 and operationalized from 2014. This
legislation requires pharmaceutical co-
mpanies and medical device manufactu-
rers to publicly declare all payments,
benefits, and transfers of value granted to

physicians and teaching hospitals.

The information is consolidated in
the Open Payments Database, managed by
the Centers for Medicare & Medicaid
Services (CMS), allowing public access
and social control. The goal is not to
criminalize the relationship between doc-
tors and industry, but to recognize its
potential ethical risk and establish mech-
anisms for active transparency, making
these interactions visible, auditable, and

socially trustworthy.

Evidence indicates that the Sunshine
Act has increased the visibility of financial
relationships in the health sector, strengt-
hened more responsible practices, and
contributed to the increase of public trust

in clinical and scientific decisions.

Brazil and the United States:

regulatory approaches and differences

In Brazil, there is no specific federal
law equivalent to the Sunshine Act. The
regulation of conflicts of interest is fra-
gmented and distributed among different
instruments, such as the Medical Ethics
Code, CFM Resolution No. 2,386/2024,
Federal Law No. 12,813/2013, ANVISA
regulations, and internal ethics and integ-

rity policies of the EBSERH Network.

The Brazilian approach is predomi-
nantly ethical-normative, focusing on in-
dividual and institutional responsibility,
with transparency being heavily depen-
dent on self-regulation and professional

requirements.

In the United States, on the other
hand, there is specific and systematic
federal legislation. The obligation to
register falls on companies, not on phys-
icians. The law covers direct and indirect
payments, including fees, travel, educat-

ional funding, research, royalties, and

financial participation.
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Information is public, auditable, and ins-

erted into a policy of a preventive,

educational, and non-punitive nature.

ANVISA and the Regulatory Health Per-

spective

The National Health Surveillance

Agency has specific regulations aimed at
preventing and managing conflicts of
interest among its public agents, based on
current federal legislation. The Code of
Ethics for ANVISA Employees reinfor-

such as

ces principles integrity,

transparency, and defense of the public

interest.

Although these guidelines are prim-
arily directed at institutional action, they
directly engage with the assistance field
by highlighting that health decisions must
be protected from commercial interfere-
nce, especially in contexts of high techn-
ological and therapeutic complexity, as

occurs 1n rare diseases.

EBSERH Network, HC-UFU, and Institu-

tional Responsibility

The EBSERH Network has a Code
of Ethics and Conduct that establishes
commitments to integrity, administrative

probity, transparency, and

defense of the public interest. In the
context of the Hospital de Clinicas da
Universidade Federal de Uberlandia
(HCUFU/EBSERH), consolidating as a

Reference Service for Rare Diseases

(SRDR), this dimension assumes expan-

ded relevance.

The vulnerability of patients, the use
of extremely high-cost therapies, and the
pressures from care, legal, and market
forces make the ethical management of
conflicts of interest not only a normative
requirement but also an institutional and

moral duty.

DISCUSSION

Conflict of Interest as an Ethical

Risk

The conflict of interest should not be
confused with dishonesty. It is a situation
of ethical risk that requires recognition,
declaration, and proper management. The
relationship between industry, science,
and care can be legitimate when guided
by clear ethical criteria, institutional ov-
ersight, and an unequivocal commitment

to the public interest.

In the context of rare diseases, where

there is a scarcity of therapeutic alternatives and
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The high cost of treatments makes the
risk of undue influence even more sensi-
tive. The protection of medical autonomy
and patient safety depends on effective
mechanisms of transparency and regula-

tion.

Transparency and Social Trust

In the contemporary scenario of the
SUS, it is not enough for decisions to be
technically correct; they need to be und-
erstandable, auditable, and socially trus-
tworthy. Transparency protects the phys-
ician, strengthens institutions, qualifies
public policies, and preserves society's

trust in science and medical practice.

The adoption of more robust mech-
anisms for disclosing conflicts of interest,
combined with ongoing ethical education,
represents an essential path to strengthen
the integrity of the health system and
ensure that patient care remains at the
center of clinical and institutional decis-

ions.

CONCLUSION

Proper management of conflicts of
interest does not threaten medicine; on
the contrary, it ethically and institutiona-

lly strengthens it. Active transparency,

professional responsibility, and public

commitment reaffirm the mission of the
SUS: to protect life, human dignity, and
the collective interest. In strategic servi-
ces such as the SRDR, this is not only a
normative requirement but constitutes an

ethical-moral obligation.

REFERENCES

1. Federal Council of Medicine. Medical
Ethics Code. CFM Resolution No.
2,217, of September 27, 2018. Brasi
lia: CFM; 2018.

2. Federal Council of Medicine.CFM
Resolution No. 2,386, of 2024. Prov-
ides for transparency in the relation-
ships between doctors and companies
in the health sector. Brasilia: CFM;
2024.

3. Brazil.law No. 12,813, of May 16,

2013. Provides for conflicts of interest
in the exercise of positions or empl-
oyment in the Federal Executive Br-
anch. Official Gazette of the Union;
2013.

4. National Health Surveillance Agency.
Norm on prevention and

management of conflicts of interest.
Brasilia: ANVISA; 2016. Available
at:https://www.gov.br/anvisa. Acce-
ssed on: December 25, 2025.

5. National Health Surveillance Agency.
RDC Resolution No. 141, of 2003.
Provides for advertising, publicity,
information, and other practices ai-
med at the dissemination or commer-
cial promotion of medicines. Brasilia:
ANVISA; 2003.

Brazilian Company of Hospital Ser-
vices.EBSERH Code of Ethics and
Conduct. Brasilia: EBSERH; 2020.

7. Brazil. Ministry of Health.Ordinance
GM/MS No. 199, of January 30,

>


http://www.revistacientificaipedss.com
https://www.gov.br/anvisa

10.

11.

12.

13.

14.

»e

[SSN: 2764-4006 | www.revistacientificaipedss.com

2014. Establishes the National Policy
for Comprehensive Care for People
with Rare Diseases. Brasilia; 2014.

Massud M.Conflicts of interest in
medicine: contemporary ethical
challenges.Rev Bioética.
2010;18(1):15-25.

Souza RP.Medical ethics and
relationships with the pharmaceutical
industry.Rev Bioética. 2013;21(1):45—
53.

Ross JS, Hill KP, Egilman DS,
Krumholz HM. The pharmaceutical
industry’s influence on physicians:
ethical implications. JAMA.

2013;309(10):1001-1002.

Centers for Medicare & Medicaid
Services.Open Payments Program
Data Summary. 2024. Available at:

https://openpaymentsdata.cms. gov.
Accessed on: December 25, 2025.
Shrank WH, Choudhry NK, Agnew-
Blais J, Federman AD, Liberman JN,
Liu J, et al. Physician perceptions
of pharmaceutical industry
influence on prescribing. Arch
Intern Med. 2011;171(16):1583—
1588.

Yeh JS, Franklin JM, Avorn J,
Landon J,  Kesselheim  AS.
Association of industry payments
to physicians with the prescribing
of brand-name drugs. JAMA Intern
Med. 2016;176(6):763—768.
Pham-Kanter G, Mello MM,
Lehmann LS, Campbell EG.
Disclosure of payments to

physicians from industry. J Gen
Intern Med. 2017;32(7):767-774.



http://www.revistacientificaipedss.com
https://openpaymentsdata.cms.gov

	INTRODUCTION                                      
	NORMATIVE FRAMEWORK
	companies in the health sector, bringing
	Sunshine Act  and International  Transpa-
	ANVISA and the Regulatory Health Per-
	tional Responsibility
	DISCUSSION
	Transparency and Social Trust
	CONCLUSION
	REFERENCES

