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World Medical Association DECLARATION OF HELSINKI

Ethical Principles for Medical Research Involving Human Subjects

A. INTRODUCTION A. 5|8

1.The World Medical Association has developed the 1.HHREESHITHBEFrESS F
Declaration of Helsinki as a statement of ethical EEMREEFI T AS T ARS
principles to provide guidance to physicians and other a8 2 BIRIEE /R8I - MPTB A LS
participants in medical research involving human S B T2 BB R {E{o] o] ¥ 2
subjects. Medical research involving human subjects A GS#EMESVER -
includes research on identifiable human material or
identifiable data.

2. It is the duty of the physician to promote and safequard 2. BBV SE(RERME ALE Y

the health of the people. The physician’s knowledge and {258 ' HERX405% 2 BAESER
conscience are dedicated to the fulfillment of this duty. Itb—1Pdn

3.The Declaration of Geneva of the World Medical 3.{HREE= JHARS=D ' R
Association binds the physician with the words, "The EmmhEM“REZEittAEE Y
health of my patient will be my first consideration," and 25 MmMEEREERIEREZINE
the International Code of Medical Ethics declares that, "A  TR“EEEEO OB RAZSE D
physician shall act only in the patient's interest when ZEBEERIS EENEMEEZE
providing medical care which might have the effect of  Jflt/RE—2ZE o
weakening the physical and mental condition of the
patient."”

4.Medical progress is based on research which ultimately 4.2883 735 SSERRIEMHTS » Mtk
must rest in part on experimentation involving human  TFISiRTIABE BB B
subjects. SRS ©

5.In medical research on human subjects, considerations 5.7F31THBR A S5 502 BT
related to the well-being of the human subject should take B fEAS S E0E 2 RIRERTRIE
precedence over the interests of science and society. BitERZE2 L o

6.The primary purpose of medical research involving 6 T ARREEER I/ E5E2B0 7T
human subjects is to improve prophylactic, diagnostic ROGES BB 2E R BB 2D
and therapeutic procedures and the understanding of the % » RIBEETRERANRE 2 BEE o

! I VERIOR | DRI RS T RIEES SIS - #8ithttp:/irb.sinica.edu.twiregulation.htm
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aetiology and pathogenesis of disease. Even the best
proven prophylactic, diagnostic, and therapeutic methods
must continuously be challenged through research for
their effectiveness, efficiency, accessibility and quality.

7.In current medical practice and in medical research, most
prophylactic, diagnostic and therapeutic procedures
involve risks and burdens.

8.Medical research is subject to ethical standards that
promote respect for all human beings and protect their
health and rights. Some research populations are
vulnerable and need special protection. The particular
needs of the economically and medically disadvantaged
must be recognized. Special attention is also required for
those who cannot give or refuse consent for themselves,
for those who may be subject to giving consent under
duress, for those who will not benefit personally from the
research and for those for whom the research is combined
with care.

9. Research Investigators should be aware of the ethical,
legal and regulatory requirements for research on human
subjects in their own countries as well as applicable
international requirements. No national ethical, legal or
regulatory requirement should be allowed to reduce or
eliminate any of the protections for human subjects set
forth in this Declaration.

B. Basic Principles For All Medical Research

10.1t is the duty of the physician in medical research to
protect the life, health, privacy, and dignity of the
human subject.

11.Medical research involving human subjects must
conform to generally accepted scientific principles, be
based on a thorough knowledge of the scientific
literature, other relevant sources of information, and on
adequate laboratory and, where appropriate, animal
experimentation.

12.Appropriate caution must be exercised in the conduct of
research which may affect the environment, and the
welfare of animals used for research must be respected.
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13.The design and performance of each experimental
procedure involving human subjects should be clearly
formulated in an experimental protocol. This protocol
should be submitted for consideration, comment,
guidance, and where appropriate, approval to a
specially appointed ethical review committee, which
must be independent of the investigator, the sponsor or
any other kind of undue influence. This independent
committee should be in conformity with the laws and
regulations of the country in which the research
experiment is performed. The committee has the right
to monitor ongoing trials. The researcher has the
obligation to provide monitoring information to the
committee, especially any serious adverse events. The
researcher should also submit to the committee, for
review, information regarding funding, sponsors,
institutional affiliations, other potential conflicts of
interest and incentives for subjects.

14.The research protocol should always contain a statement
of the ethical considerations involved and should
indicate that there is compliance with the principles
enunciated in this Declaration.

15.Medical research involving human subjects should be
conducted only by scientifically qualified persons and
under the supervision of a clinically competent medical
person. The responsibility for the human subject must
always rest with a medically qualified person and never
rest on the subject of the research, even though the
subject has given consent.

16.Every medical research project involving human
subjects should be preceded by careful assessment of
predictable risks and burdens in comparison with
foreseeable benefits to the subject or to others. This
does not preclude the participation of healthy volunteers
in medical research. The design of all studies should be
publicly available.

17.Physicians should abstain from engaging in research
projects involving human subjects unless they are
confident that the risks involved have been adequately
assessed and can be satisfactorily managed. Physicians

WICABRAEHAREZEBRE 2000_#kezf L3
101.10.10 KRz

BB/ TEIP ﬁ?ﬁ)&ﬁanﬂ%ﬂm

—BERTE - SEERMEI
: \%,%ﬁZE%JrEEﬁIL o b SLERET
SAERB AT 2 M8
EEXEE  IIUEBE FTHR
?E% QD%L%" I FLIRAE o
Jtlﬂmaii% 88 ' WABIR
MRE & HJJ% v SR E AR A
BFENZIN - B EZEEE
BT ER ﬁﬁf.ﬁ']if?i)fﬁ
RE - ZEGREEREAETEP
BYEBR © ﬁﬂjﬁ\ﬁﬁ;&l’jéé
E}ET/\gll‘ﬁ%/ Dﬂ #%%JIEEE
HIBRENRSMH - ﬁﬂjm)&aﬁ:\l‘]
ZESRHENUHSESE - BE
HFFREE W%ﬁéﬁ% P
W REDBIEOVFIZSEZ » A0
SRR %//\gm AR o

. ARSI ESTRMBEMES

ENER  WENEAESHIE
EIRA -

15. 5 /e A BSE BBV B EA TR 5T

/,\Ehzﬂﬂ I|‘fE'J/\7fﬂAE$ﬂ
ﬁ' IR EISEAER A S0Y8

BETRET © %]‘B’\Aﬁﬂitm RPTEE A
NETERE @ SBEBHNEEA
888 ; AEsricE=s
;M%Zﬂ,%l ’ DZRDTI\“AA%DTTE
B OsE -

16./EU BRI A BSaBROY EE BRI IT 5T

gl BRIABIRTGIENE
b~ B URESZHRENH
s ABYDIBEZRER LRSS TNE
WIES ROV RRGERS - AT
B TTeVERsT S BRI AT

=

17 fRIFENE e b I REE LS

R B EERDMELRE
o SRR EBEARER
ll\MBjﬁﬂj‘UD-l_iJ ° _Bﬁl\%fﬁﬁm B)J

BIFR & INEIZER
2000 FHEEFEES



should cease any investigation if the risks are found to
outweigh the potential benefits or if there is conclusive
proof of positive and beneficial results.

18. Medical research involving human subjects should only
be conducted if the importance of the objective
outweighs the inherent risks and burdens to the subject.
This is especially important when the human subjects
are healthy volunteers.

19.Medical research is only justified if there is a reasonable
likelihood that the populations in which the research is
carried out stand to benefit from the results of the
research.

20.The subjects must be volunteers and informed

participants in the research project.

21. The right of research subjects to safeguard their
integrity must always be respected. Every precaution
should be taken to respect the privacy of the subject, the
confidentiality of the patient’s information and to
minimize the impact of the study on the subject's
physical and mental integrity and on the personality of
the subject.

22.In any research on human beings, each potential subject
must be adequately informed of the aims, methods,
sources of funding, any possible conflicts of interest,
institutional affiliations of the researcher, the
anticipated benefits and potential risks of the study and
the discomfort it may entail. The subject should be
informed of the right to abstain from participation in the
study or to withdraw consent to participate at any time
without reprisal. After ensuring that the subject has
understood the information, the physician should then
obtain the subject's freely given informed consent,
preferably in writing. If the consent cannot be obtained
in writing, the non-written consent must be formally
documented and witnessed.

23. When obtaining informed consent for the research
project the physician should be particularly cautious if
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the subject is in a dependent relationship with the
physician or may consent under duress. In that case the
informed consent should be obtained by a
well-informed physician who is not engaged in the
investigation and who is completely independent of this
relationship.

24.For a research subject who is legally incompetent,

physically or mentally incapable of giving consent or is
a legally incompetent minor, the investigator must
obtain informed consent from the legally authorized
representative in accordance with applicable law. These
groups should not be included in research unless the
research is necessary to promote the health of the
population represented and this research cannot instead
be performed on legally competent persons.

25.When a subject deemed legally incompetent, such as a

26.

217.

AR ARCHREEBIRE

minor child, is able to give assent to decisions about
participation in research, the investigator must obtain
that assent in addition to the consent of the legally
authorized representative.

Research on individuals from whom it is not possible to
obtain consent, including proxy or advance consent,
should be done only if the physical/mental condition
that prevents obtaining informed consent is a necessary
characteristic of the research population. The specific
reasons for involving research subjects with a condition
that renders them unable to give informed consent
should be stated in the experimental protocol for
consideration and approval of the review committee.
The protocol should state that consent to remain in the
research should be obtained as soon as possible from
the individual or a legally authorized surrogate.

Both authors and publishers have ethical obligations. In
publication of the results of research, the investigators
are obliged to preserve the accuracy of the results.
Negative as well as positive results should be published
or otherwise publicly available. Sources of funding,
institutional affiliations and any possible conflicts of
interest should be declared in the publication. Reports
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of experimentation not in accordance with the
principles laid down in this Declaration should not be
accepted for publication.

C. Additional Principles For Medical Research
Combined With Medical Care

28.The physician may combine medical research with
medical care, only to the extent that the research is
justified by its potential prophylactic, diagnostic or
therapeutic value. When medical research is combined
with medical care, additional standards apply to protect
the patients who are research subjects.

29.The benefits, risks, burdens and effectiveness of a new
method should be tested against those of the best
current prophylactic, diagnostic, and therapeutic
methods. This does not exclude the use of placebo, or
no treatment, in studies where no proven prophylactic,
diagnostic or therapeutic method exists.

30.At the conclusion of the study, every patient entered into
the study should be assured of access to the best proven
prophylactic, diagnostic and therapeutic methods
identified by the study.

31.The physician should fully inform the patient which
aspects of the care are related to the research. The
refusal of a patient to participate in a study must never
interfere with the patient physician relationship.

32. In the treatment of a patient, where proven prophylactic,
diagnostic and therapeutic methods do not exist or have
been ineffective, the physician, with informed consent
from the patient, must be free to use unproven or new
prophylactic, diagnostic and therapeutic measures, if in
the physician’s judgement it offers hope of saving life,
re-establishing health or alleviating suffering. Where
possible, these measures should be made the object of
research, designed to evaluate their safety and efficacy.
In all cases, new information should be recorded and,
where appropriate, published. The other relevant
guidelines of this Declaration should be followed.
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