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ARTIGO ORIGINAL

Analise dos aspectos éticos da pesquisa
em seres humanos contidos nas instrucoes aos autores

de 38 revistas de ortopedia e traumatologia™

Analysis of the research with human beings ethical aspects included in the quidelines
of thirty-eight orthopedics and traurmnatology journals.

TRAJANO SARDENBERG!, SERGIO S. MULLER?, HamiLTON R. PeReIRA?, REINALDO A. DE OLveira?, WiLLiam S. HOSSNE®

RESUMO

O objetivo do estudo foi analisar as normas relativas a
ética da pesquisa em seres humanos contidas nas Instru-
cOes aos Autores de revistas de ortopedia e traumatologia.
Trinta e oito revistas foram estudadas observando-se que
52,6% nao fazem referéncia a aspectos éticos, 28,9% exi-
gem aprovagéo por Comité de Etica da Instituicdo, 15,7%
seguem orientacao dos Requisitos Uniformes para Manus-
critos Submetidos a Revistas Biomédicas e 2,6% solicitam
o consentimento do paciente. Aspectos relacionados a pri-
vacidade dos pacientes séao citados em 36,8% das revistas
estudadas. Os resultados indicam que a maioria das revis-
tas de ortopedia e traumatologia apresenta pouca preocu-
pagao com os aspectos éticos de pesquisa em seres hu-
manos nas Instrucoes aos Autores.

Descritores: Etica; pesquisa; publicacéo

INTRODUGCAO

O documento internacional de maior importancia no meio
cientifico médico e biomédico que orienta a pesquisa em seres
humanos € a Declaracéo de Helsinque da Associagao Médica
Mundial (aprovada em 1964 e revista em 1996), a qual explicita
que “relatos de experimentagao fora dos principios desta De-
claragéo ndo devem ser aceitos para a publicagao®. O Conse-
lho Nacional de Saude do Ministério da Saude aprovou em
1996 a Resolugao 196/96 que regulamenta e orienta a pesquisa
em seres humanos no Brasil®. O Cédigo de Etica Médica Bra-
sileiro de 1988 apresenta referéncias a pesquisa médica e a
publicacéo de trabalhos cientificos®.

Revistas importantes da area de medicina e biomedicina fa-
zem referéncias a ética nas suas Instrugoes aos Autores"9),
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SUMMARY

The aim of this study was to analyze the norms about ethics in
research with hurman beings included in the guidelines of orthope-
dics and traumatology scientific journals. Thirty-eight journals were
analyzed.: 52,6% do not mention ethical aspects, 28,9% submit to
approval by the Institution’s Ethical Committee, 15,7% follow the
orientation of the Uniform Requirements for manuscripts submitted
to biomedical journals, and 2,6% ask the patients * consent; as-
pects related to the patients * privacy were found in 36,8% of the
studied journals. The results indicate that most orthopedics and
traumatology journals show little concern with the human beings
research ethical aspects in their guidelines.

Key words: Ethics; research; publication

INTRODUCTION

The most important international document which orientates
research with human beings is the Declaration of Helsinki of the
World Medlical Association (approved in 1964 and revised in 1996).
It states that “reports of experiences out of the principles of this
Declaration must not be accepted for publication”®. In 1996, the
Ministry of Health National Council approved the Resolution 196/96
which requlates and orientates research with human beings in Bra-
zil. The Brazilian Code for Mediical Ethics, 1988, has references to
mediical research and to the publication of scientific papers®.

Important journals of medicine and biomedicine make referen-
ces to ethics in their guidelines™?.

The aim of this study was to study the research with human
beings ethics found in the quidelines of orthopedics and traumato-
logy journals.

*Work performed at the Orthopedics and Surgery Department from Faculdade de
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O objetivo do presente estudo foi estudar a ética da
pesquisa em seres humanos, contida nas Instrucdes aos
Autores de revistas de ortopedia e traumatologia.

MATERIAIS E METODOS

As Instrugdes aos Autores de 38 revistas de ortopedia e
traumatologia foram analisadas segundo metodologia de-
senvolvida por Amdur e Biddle" adaptada por Sardenberg
etal®,

As revistas foram classificadas segundo a ética das Ins-
trugdes aos Autores em 4 grupos:

1- Comité ou Comissdo de Etica:- revistas que fazem
referéncia a necessidade de aprovacao do estudo por Co-
mité ou Comissao de Etica, independente de outras reco-
mendagoes éticas;

2- Requisitos Uniformes:- revistas que fazem referéncia
direta aos “Requisitos Uniformes para Originais Submeti-
dos a Revistas Biomédicas” do Comité Internacional de
Editores de Revistas Médicas®;

3- Consentimento do paciente:- revistas que referem-se
fundamentalmente ao consentimento do paciente;

4- Sem orientagbes éticas:- revistas que nao apresen-
tam referéncias a aspectos éticos na pesquisa em seres
humanos.

As revistas que fazem referéncia a Declaragdo de Hel-
sinque®, independente de outras exigéncias éticas, foram
identificadas.

Os aspectos relativos a privacidade, como a nao utiliza-
cao de imagens e de nomes ou iniciais de nomes que pos-
sam identificar os pacientes, foram analisados em relagéo a
sua presenga ou auséncia.

RESULTADOS

Os resultados (Tabelas 1 a 6).

DISCUSSAO

Apesar dos critérios flexiveis

MATERIAL AND METHODS

The guidelines from 38 orthopedics and traumatology journals
were analyzed according to the methodology developed by Amdur
and Biddle" and adapted by Sardenberg et al®.

The journals were classified according to the ethics contained in
the guidelines in four groups:

1 - Ethics Committee or Commission: journals which make
reference to the necessity of approval by the Ethics Committee or
Commission, independently of other ethical recommendations;

2 - Uniform Requirements — journals which make direct referen-
ce to the “Uniform Requirements for Manuscripts Submitted to Bi-
omedical Journals” of the International Committee of Medical Jour-
nals Editors®;

3 - Consent of the Pacient — journals which mention fundamen-
tally the patient ‘s consent;

4 - No Guidelines Concerning Ethics: journals which do not
mention the ethical aspects of the research with human beings.

The journals which mention the Helsinki Declaration®, indepen-
dently of other ethical demands were identified.

Aspects related to privacy as the non-utilization of images and
names or initials which can identify the patients were analyzed as
concerns their presence or absence.

RESULTS

The results are presented in (Tables 1to 6).

DISCUSSION

In spite of the flexible criteria used in this study, that is, any
direct or indirect reference to ethics in research with human bein-
gs contained in the guidelines was considered and analyzed, the
number of journals which mention ethics was low (47.3%). The
study™ of medical and biomedical journals in the English lan-
guage has shown that 76% of them mentioned ethics in their
guidelines. However, studying 139 Brazilian scientific journals re-
lated to health, the authors® observed that only 20.8% made
ethical references in their guidelines.

In this sample, the journals whi-

utilizados no presente estudo, isto

. AR Com referéncias a ética
€, qualquer referéncia direta ou

ch made references to ethics sho-
wed preference for the “Ethics

18 (47,3%)

indireta a ética da pesquisa em Sem referéncias a ética

seres humanos contida nas Ins-
trucdes aos Autores foi conside-

20 (52,6%) Commission or Committee” appro-
i val (28.9%) followed by the orien-
n=238 (100%) tations of the Uniform Requirements

rada e analisada, o niUmero de

. N Fonte: FMB - UNESP
revistas que fazem referéncia a

(15.7%)(9,
The Helsinki Declaration states

ética foi baixo (47,3%). Em estu-
do de revistas de medicina e bi-
omedicina de lingua inglesa ob-
servaram que 76% fazem refe-
réncia a ética nas Instrugoes aos
Autores. No entanto, em estudo
com 139 revistas cientificas bra-
sileiras da area de salde, obser-
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Tabela 1 - Freqiiéncia absoluta e relativa das
referéncias a ética da pesquisa em seres humanos
contidas nas Instrugées aos Autores de 38 revistas

de ortopedia e traumatologia.

Table 1 - Absolute and relative frequency of
ethical standards in human being research
included in the guidelines of 38 orthopaedics
and traumatology journals.

that research protocols for human
beings must be analyzed by a
committee independent from the
author and that reports of experi-
ences in disagreement with these
principles must not be accepted for
publication. The Declaration of Hel-
sinki also demands that the pati-
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varam® que somente — — — — ents give their consent to
20,8% apresentam re- Comité ou Comissdo de Etica/ Institucional 11 (28,9%) participate in the study.
lfe“e”o'.as eticas nas Requisitos Uniformes 6 (15,7%) The “Uniform Require-
nstrucdes aos Autores. ments” contain a more
As revistas que fa- Consentimento do paciente 1 (2,6%) fragile ethical orientation,
zem referéncia a ética, .~ n o since they state only that
na presente amostra, Sem referéncias a ética 2 (92,6%) the authors should inform
apresentaram preferén- n=38 (100%) “‘whether the procedures
cia pela aprovagao do were performed in accor-
“Comité ou Comissé&o Fonte: FMB - UNESP dance with the ethical stan-
de Etica”(28,9%) segui- dards of the committee

da das orientagOes dos
Requisitos Uniformes
(15,7%), resultados se-
melhante aos observa-
dos (9,

A Declaragéao de
Helsinque explicita que

Tabela 2 - Freqliéncia absoluta e relativa dos tipos de referéncias a
ética da pesquisa em seres humanos contidas nas Instrugées aos Autores

de 38 revistas de ortopedia e traumatologia.

Table 2 - Absolute and relative frequency about the kind of
ethical standards in human being research included in the guidelines of 38

orthopaedics and traumatology journals.

responsible forthe hurman
experimentation (institutio-
nal or regional) and with
the 1975 Declaration of
Helsinki, as well as the re-
vised one in 1997

Preservation of the

0s protocolos de pes-

patients privacy when par-

quisa em seres huma- Fazem referéncia a privacidade 14 (36,8%) ticipating in scientific rese-
nos devem ser analisa- Nao fazem referéncia 4 privacidade 24 (63,1%) archis based in the med-
dos por comité inde- cal ethics principles rela-
pendente do autor e que n=238 (100%) ted to medical confidenti-
relatos de experimenta- ality, present in the Hyppo-

cdo em desacordo

Fonte: FMB - UNESP

cratic Oath and contem-

com estes principios

plated inthe Declaration of

nao devem ser aceitos
para publicagdo. A De-
claragcao de Helsinque
exige ainda, o consenti-
mento da pessoa em
participar da pesquisa.
Os “Requisitos Uni-
formes” contém orientagdes
éticas mais frageis, pois afir-
mam somente que os autores
devem informar “se os proce-
dimentos foram realizados de
acordo com os padroes éticos
do comité responsavel por ex-
perimentacao humana (Institu-
cional ou regional) e com a De-
claracdo de Helsinque de 1975,
tal como a revista em 1997 @,

A preservagao da privacida-
de dos pacientes que participam
de pesquisa cientifica esta base-
ada nos principios da ética mé-
dica relacionados ao segredo
médico, presente no Juramento
de Hipdcrates e contemplados
na Declaragao de Helsinque e
nos Requisitos Uniformes. Na
presente amostra, somente
36,8% das revistas apresentam
referéncias a privacidade, geral-
mente relacionadas a identifica-
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Tabela 3 - Freqliéncia absoluta e relativa das referéncias a ética
da pesquisa em seres humanos relacionadas a privacidade dos

pacientes, contidas nas Instrugées aos Autores de 38 revistas
de ortopedia e traumatologia.

Table 3 - Absolute and relative frequency of ethical standards
in human being research related to patient’s confidentiality included in the

guidelines of 38 orthopaedics and traumatology journals.

Chirurgie de la main

Journal of Bone and Mineral Research

Journal of Bone Joint Surgery (American Volume)
Journal of Hand Surgery (American Volume)

Journal of Hand Surgery (British and European Volume)

Journal of Pediatric Orthopaedics

Orthopaedics

Osteoporosis International

Fonte: FMB - UNESP

Tabela 4 - Revistas de Ortopedia e traumatologia
que fazem referéncia a Declaracdo de Helsinque,
em conjunto com outras orientagbes nas
Instrugbes aos Autores.

Table 4 - Orthopaedic and traumatology journals
that quoted Declaration of Helsinki plus other
orientations at the guidelines.

Helsinkiand in the Uniform
Requirements. In this
sample, only 36.8% of the
journals make references
to privacy, in general rela-
ted to the identification of
ppatients in photographs or
by the use of names or initials.

CONCLUSIONS

The orthopedics and trauma-
tology journals are little concer-
ned with the ethical aspects of the
guidelines.

Ethics in research with human
beings and the publication of sci-
entific papers are polemical the-
mes; however, the world tenden-
cy is to demand high ethical stan-
dards in the realization of scienti-
fic studies to be published in the
medical literature.
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American Journal of Knee Surgery
Annales de Chirurgie de la Main et du Membre Supérieur

Comité ou Comissao de Etica/Institucional
Chirurgie de la Main
Journal of Bone and Joint Surgery (American Volume)

Archives of Orthopaedic and Trauma Surgery
Clinical Orthopaedics and Related Research
International Orthopaedics

Journal of Orthopaedic Research

Journal of Bone and Mineral Research

Journal of Bone and Mineral Research

Journal of Hand Surgery (American Volume)

Journal of Hand Surgery (British and European Volume)
Journal of Orthopaedic Research

Journal of Pediatric Orthopaedics

Journal of Trauma, injury, infection and critical care
Orthopaedics

Journal of Hand Surgery (American Volume)

Journal of Hand Surgery (British and European Volume) Journal
of Orthopaedic Trauma

Journal of Shoulder and Elbow Surgery

Journal of Trauma, injury, infection and critical care
paedics

Osteoporosis International

Ortho-

Fonte: FMB - UNESP

Osteoporosis International

Revista Mexicana de Ortopedia Peditrica
Requisitos Uniformes

Acta Orthopaedic Scandinavica
International Orthopaedics

Journal of Orthopaedic Trauma

Journal of Shoulder and Elbow Surgery
Revista de la Associacion Argentina de Ortopedia y Traumatologia
Revista Mexicana de Ortopedia
Consentimento do paciente

Spine

Sem referéncias Eticas

Tabela 5 - Revistas de Ortopedia e Traumatologia que fazem
referéncia a privacidade dos pacientes nas suas Instrugées
aos Autores.

Table 5 - Orthopaedic and traumatology journals that quoted
patient’s confidentiality at the guidelines.

cao de pacientes em fotografias ou pelo uso de nomes ou iniciais
de nomes.

CONCLUSOES

As revistas de ortopedia e traumatologia tem pouca preocu-
pacéo com os aspectos éticos nas Instrugcdes aos Autores.

A ética da pesquisa em seres humanos e a publicagéo de
artigos cientificos sdo tema polémico, no entanto, a tendéncia
mundial encontra-se na exigéncia de padrdes éticos elevados
na execugéo de estudos cientificos submetidos a publicagao
na literatura médica.
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