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1.The World Medical Association (WMA) has developed the Declaration of Helsinki as a
statement of ethical principles for medical research involving human subjects, including



research on identifiable human material and data.

1. HREZWMAFE (HRFEES) , RENXTERAXRZHENERHAR, S1F
METRENABHRAEIENHS, BXCERNN—INEH,

The Declaration is intended to be read as a whole and each of its constituent
paragraphs should be applied with consideration of all other relevant paragraphs.

(B5) MBARE, Hs—RENEREAEEMEXERENERTATIEMA,

2. Consistent with the mandate of the WMA, the Declaration is addressed primarily to
physicians. The WMA encourages others who are involved in medical research involving
human subjects to adopt these principles.

2. SHAEZSNEN—H, (EF) TEHVELE, BHAEFSEMEMSEERAZE
RIRENEZARHIARRANX LR,

General Principles

— AR

3. The Declaration of Geneva of the WMA binds the physician with the words,
3. HREZSH (HRERESE) ATIEIBARES:

“The health of my patient will be my first consideration,” and the International Code of
Medical Ethics declares that, “A physician shall act in the patient's best interest when
providing medical care.”

‘BEENRREXRELEZEN, " (BREZCENE) BF: ‘EEEREEFITNNAE
ENRENZHA,

4. It is the duty of the physician to promote and safeguard the health, well-being and
rights of patients, including those who are involved in medical research. The physician's
knowledge and conscience are dedicated to the fulfilment of this duty.

4, REMRIPEZNRE, SEIBLES5EZARNEE, REENRE, EENRNR
DN ZET X —RENERE,

5. Medical progress is based on research that ultimately must include studies involving
human subjects.

5. EFNHSEUMRNEMLN, RERRLAGSTERALZAENRR.

6. The primary purpose of medical research involving human subjects is to understand
the causes, development and effects of diseases and improve preventive, diagnostic and
therapeutic interventions (methods, procedures and treatments). Even the best proven
interventions must be  evaluated continually through research for their safety,
effectiveness, efficiency, accessibility and quality.

6. PRAXRHAENEFHAR, EEABNETHWRRER. KEMZN, FHIEGETRR.
IZEAa T TSRS A, BENNETT). BMEN AR RETHBERBOBEHRR, RIS
HZzeM, MR, qX. IREMERSHTIFE,

7. Medical research is subject to ethical standards that promote and ensure respect for all
human subjects and protect their health and rights.

7. EFRRNAFESNRIEMER, REAFBRMABAXRZHENGE, FRIPMOIIOEER



FIAF

8. While the primary purpose of medical research is to generate new knowledge, this goal
can never take precedence over the rights and interests of individual research subjects.

8. EEFWRIRABNZAFEMOAR, Wik BEIREEERE T RiAE MALF AT
zk.

9. It is the duty of physicians who are involved in medical research to protect the life,
health, dignity, integrity, right to  self-determination, privacy, and confidentiality of
personal information of research subjects. The responsibility for the protection of
research subjects must always rest with the physician or other health care professionals
and never with the research subjects, even though they have given consent.

9. E5EFHANEEFTRIRIPRRENES. R, . RE. BERER. RBFAF
TAGER, FIPRABNFTELABREENEMBTERBEWAREE, RAEARXERA
A8, BMEMSFRREVEE,

10. Physicians must consider the ethical, legal and regulatory norms and standards for
research involving human subjects in their own countries as well as applicable
international norms and standards. No  national or international ethical, legal or
regulatory requirement should reduce or eliminate any of the protections for research
subjects set forth in this Declaration.

10, EEEARBRAXZHENRRE, LMEFRECE. AE. EMHIERMSEIR
#, URERNERIGENE, & (E5) MERNET-—RZHEFRIPER, HAEEER
NSERRMCIR, JEE. JERRHIE RIS AR A P A H RIS PR .

11. Medical research should be conducted in a manner that minimises possible harm to
the environment.

1. EFHRNAERSROHIRRENER THT,

12. Medical research involving human subjects must be conducted only by individuals
with the appropriate ethics and scientific education, training and qualifications. Research
on patients or healthy  volunteers requires the supervision of a competent and
appropriately qualified physician or other health care professional.

12, BRAXZRENEZ AR ABRIELCENRZE), BASERNARRARE,
NEENRRERENHARERH—ZBRMENHATSERNEERBERBEVARARE

BEE,

13. Groups that are underrepresented in medical research should be provided
appropriate access to participation in research.

13, NABEEEZRRPREBATOARNFREHEINNS, EMNEBSSIHRRZ
&,

14. Physicians who combine medical research with medical care should involve their
patients in research only to the extent that this is justified by its potential preventive,
diagnostic or therapeutic value and if the physician has good reason to believe that
participation in the research study will not adversely affect the health of the patients who
serve as research subjects.

14, SEEREZHRSRKRETBEGH, RTILEREFENARZHESNIL TEER
. PHEATMEMSEAEYN, HERSEABESSHRASNEZFRFFRAAIN



15. Appropriate compensation and treatment for subjects who are harmed as a result of
participating in research must be ensured.

15. BABRASSHAMZHENZAESEEH0MEFABTT,
Risks, Burdens and Benefits
Xpe. RIBFRE

16. In medical practice and in medical research, most interventions involve risks and
burdens.

16, EEFXBRNEFHRTD, EASHTHREBEEAENN, FETREMNRIE,

Medical research involving human subjects may only be conducted if the importance of
the objective outweighs the risks and burdens to the research subjects.

REERZENNEZMSTRHAENNRMAENERT, BRAXZRENEZHRARS T
AFFRE

17. All medical research involving human subjects must be preceded by careful
assessment of predictable risks and burdens to the individuals and groups involved in the
research in comparison with foreseeable benefits to them and to other individuals or
groups affected by the condition under investigation.

17. MBERAXRRENEZHRMBER RN, LIOARFHIZARI T ANMEHAIEKLY
oI ANRIE, FHEBRZARAMNEEBZRZ MO AREHEFROTRN9m=LL.

Measures to minimise the risks must be implemented. The risks must be continuously
monitored, assessed and documented by the researcher.

WIRE BIMERERIER/IME, THREF GRS KEHA TR, AR,

18. Physicians may not be involved in a research study involving human subjects unless
they are confident that the risks have been adequately assessed and can be satisfactorily
managed.

18, ABEHINIHARBXNLEMIZE S HNTEFHEHTSARBNEERN, EEFITUS
SEERALXZHENEZHRZP,

When the risks are found to outweigh the potential benefits or when there is conclusive

proof of definitive outcomes, physicians must assess whether to continue, modify or
immediately stop the study.

HERAARCUNEATEENRE, HEFREMNIHELBARERSRHBNERN, EE
DIRHE BB, BEORR I ENERASR.

Vulnerable Groups and Individuals
S5 B RIBHAF DA

19. Some groups and individuals are particularly vulnerable and may have an increased
likelihood of being wronged or of incurring additional harm.

19, BLBEMDTARRRS, EE2ZAMERBERINIGE.



All vulnerable groups and individuals should receive specifically considered protection.
FrESSERBHAM N AR ZZ SR AR,

20. Medical research with a vulnerable group is only justified if the research is responsive
to the health needs or priorities of this group and the research cannot be carried out in a
non-vulnerable group. In  addition, this group should stand to benefit from the
knowledge, practices or interventions that result from the research.

20, REARBHTHBABHNRRERIBETAFTE, ARXTEEFSBABPIHE
B, BRXESFHABNEZHARTBESN, I, NMZREXEABNARER, BFEA
iR, ERATFRPiRED,

Scientific Requirements and Research Protocols
BEERNARAR

21. 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 adequate laboratory and, as appropriate, animal
experimentation. The welfare of animals used for research must be respected.

21, ERAXZABNEZRRLAFSERIATNRIZRN, XNEFIRZEXE, HihtE
XER. BBNIRMEENIMARESNRS THE. LRMNEFINETFEE,

22. The design and performance of each research study involving human subjects must
be clearly described and justified in a research protocol.

22, BNERAXZRHEBNHARNE R ARERORERR S RPERBIER,

The protocol should contain a statement of the ethical considerations involved and
should indicate how the principles in this Declaration have been addressed. The protocol
should include information regarding funding, sponsors, institutional affiliations, potential
conflicts of interest, incentives for subjects and information regarding provisions for
treating and/or compensating subjects who are harmed as a consequence of
participation in the research study.

MARLENEESHREAXNCEZENRE, NRAX (EF) PHENRWNTEEKINR
8. MRARUBFEEXESKIF. HH5. RENE, BENDPR. ¥ZLENES, MU
R RS 5HRMERIIHEFTREIATF/SRIMEERE,

In clinical trials, the protocol must also describe appropriate arrangements for post-trial
provisions.

IgFRIRED, ARDREDFTERLLSEIMTLE FEHNILHE.
Research Ethics Committees
HRICEERS

23. The research protocol must be submitted for consideration, comment, guidance and
approval to the concerned research ethics committee before the study begins. This
committee must be transparent in its functioning, must be independent of the researcher,
the sponsor and any other undue influence and must be duly qualified. It must take into
consideration the laws and regulations of the country or countries in which the research
is to be performed as well as applicable international norms and standards but these
must not be allowed to reduce or eliminate any of the protections for research subjects
set forth in this Declaration.



23, HRFER, HRARLARILEXARCEZRZHITEE. 1HE. BSARE. %
ERDWIEREIE, QML THRE. BHASREMEAARASZNZI, FAMREIER
TR, ZEZERZVAEZREREHARMEFRSENERE. F, URERNERIEMR
#, BEAR (EF) NEiAEFHIENRPEFRNLIFHR AR R,

The committee must have the right to monitor ongoing studies. The researcher must
provide monitoring information to the committee, especially information about any
serious adverse events. No amendment to the  protocol may be made without
consideration and approval by the committee. After the end of the study, the researchers
must submit a final report to the committee containing a summary of the study’s findings
and conclusions.

ZERSZUAERNEERRNARE, HRELADERHEEENER, BIRXTFEARS
HHER, REZERFNEENME, FAWRRTRETEN. ARERE, HRELR
RMERSRREERE, SENHATKRNEICHDLE,

Privacy and Confidentiality
FRFAFORZE

24, Every precaution must be taken to protect the privacy of research subjects and the
confidentiality of their personal information.

24, WIERE—EIERIPZ X E IR FAHT ARG EHITRE,
Informed Consent
MERR

25. Participation by individuals capable of giving informed consent as subjects in medical
research must be voluntary. Although it may be appropriate to consult family members or
community leaders, no individual capable of giving informed consent may be enrolled in a
research study unless he or she freely agrees.

25, TAUZRHEBNSESEFHRLARER., RESRATHEARAHRITEHNTER
eS8y, ERRIFBNERSENNTABHAMRERR, FAM/MARERIBEHARITIN
EO

26. In medical research involving human subjects capable of giving informed consent,
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, post
-study provisions and any other relevant aspects of the study. The potential subject
must be informed of the right to refuse to participate in the study or to withdraw consent
to participate at any time without reprisal. Special attention should be given to the
specific information needs of individual potential subjects as well as to the methods used
to deliver the information.

26, PRAXZHENEZHRR, SUEERHELABIEBNER, B8FEHREN. 7
&, BEKIR, EATENFADPR, AREAARRE. MBRZNEERNR. HRULEER
HNAEFEMASHREXNERS., BAELARSNERTELSMARIING, UREET
B UL [ B IR h A R M ARIRE A9RF, 453 AERARIHAE N AR ARENERE
2, URRMHERNSGE.

After ensuring that the potential subject has understood the information, the physician or
another appropriately qualified individual must then seek the potential subject’s freely-
given informed consent, preferably in writing. If the consent cannot be expressed in



writing, the non-written consent must be formally documented and witnessed.

EHRREAEBEFEXERE, EERHEMEEN. AERNANZREREZHEBBRIL
BAERER, RIFUBEER. MREEAEUPEEARE, BAFBENORZTUAHRITIE
NICRHAF/IEAAES,

All medical research subjects should be given the option of being informed about the
general outcome and results of the study.

A A EFHRNZIAE R ARG TIN5 RE XIS BRA0EZFEN

27. When seeking informed consent for participation in a research study the physician

must be particularly cautious if the potential subject is in a dependent relationship with

the physician or may consent under duress. In such situations the informed consent must

be sought by an appropriately qualified individual who is completely independent of this
relationship.

27. MRBERHAESELERREXR, IARERTRABNTRE, FIRER %'3 IR
BNBERSN, EEXLAEFREE, AXMBERT, MBRARLAHA—NEEN. BER

9, BRI TXFPXRZIMIARIREL,

28. For a potential research subject who is incapable of giving informed consent, the
physician must seek informed consent from the legally authorised representative. These
individuals must not be included in a research study that has no likelihood of benefit for
them unless it is intended to promote the health of the group represented by the
potential subject, the research cannot instead be performed with persons capable of
providing informed consent, and the research entails only minimal risk and minimal
burden.

28, MREEZAEAFAESNBERAENGEND, EEVAMNEEERBAMGEEBNBERE.
XEREZMBERRENNZAERFERMAZGMIVRERBTENARZH, RIEHFR
HWENENTRHIZZ l'ﬁ%‘Fﬁﬁi'%)\ﬁE'JU? ENARIAFERHESNBERRENNARK
25, #ERRATUEFEZSRERZR/N\NENR/NGIE,

29. When a potential research subject who is deemed incapable of giving informed
consent is able to give assent to decisions about participation in research, the physician
must seek that assent in addition to the consent of the legally authorised representative.
The potential subject’s dissent should be respected.

29, E—MRAAAEENERESENNBERRERBRAZESERRNREN, EEHR
IREESEEENEANBRZ, BOMEBRHAERANZMRE, ZXENRINNSE
g8,

30. Research involving subjects who are physically or mentally incapable of giving
consent, for example, unconscious patients, may be done only if the physical or mental
condition that prevents giving informed consent is a necessary characteristic of the
research group. In such circumstances the physician must seek informed consent from
the legally authorised representative. If no such representative is available and if the

research cannot be delayed, the study may proceed without informed consent provided
that the specific reasons for involving subjects with a condition that renders them unable
to give informed consent have been stated in the research protocol and the study has
been approved by a research ethics committee. Consent to remain in the research must
be obtained as soon as possible from the subject or a legally authorised representative.

30, SAREREAHFERH LARSNERTENNZAENT (LLUNTRIRNERE), REHERE
BANRRAENS AR RRERAREMABN—TMTLERRNBERT, ARFIAR. &
XHERT, EELTIRAESEERNEBEANMBRER, MRROUESEA, HEHRARE



HIEIR, BBAZMRELERENBERBNERTNIRE, FRESSHRNRAELIES
FHERERNEGRESERRSRPHREE, HFEAZHARERGCEEZRSHME, BIEND
I, MERENZHAEBREEZEREABERBHELSSHARNBDERL,

31. The physician must fully inform the patient which aspects of their care are related to
the research. The refusal of a patient to participate in a study or the patient’s decision to
withdraw from the study must never adversely affect the patientphysician relationship.

31, EEMAREMENBEEETIPEDSHRREEXNES ., BELRLSSHRNPR
BHARIORE, EREHBERESEEZENXR,

32. For medical research using identifiable human material or data, such as research on
material or data contained in biobanks or similar repositories, physicians must seek
informed consent for its collection, storage and/or reuse. There may be exceptional
situations where consent would be impossible or impracticable to obtain for such
research. In such situations the research may be done only after consideration and
approval of a research ethics committee.

32, WFEATIHRNARHHSBENERHRR, BEBR TEELIDETSNWE. 2
. ERA/EBERXEMHRMRNRE., AEERT, AEUREURTERE, HER
FEEAETRESNARNEIIEIEKREN, EXEBERT, HARAGEGI—MEZEREN
HEMREF A I HT.

Use of Placebo
ZRIFIER

33. The benefits, risks, burdens and effectiveness of a new intervention must be tested
against those of the best proven intervention(s), except in the following circumstances:

33, —FhETFRUEERIIRE. K. RIEMAERNE, ©A5EHRIERNRETRIBEEITYR
I, FRIFETIIERT:

Where no proven intervention exists, the use of placebo, or no intervention, is acceptable;
or

HERZEMEABROTFRERNERT, ERRPERLZENHETRGER TURZN;
&

Where for compelling and scientifically sound methodological reasons the use of any
intervention less effective than the best proven one, the use of placebo, or no
intervention is necessary to determine the efficacy or safety of an intervention

BEENN. HESENTERCFNEREE, EREMULLINARET RN FIRELE.
SERRER. ALTFRAEN THE—MFERNER N2 R B EL

and the patients who receive any intervention less effective than the best proven one,

placebo, or no intervention will not be subject to additional risks of serious or irreversible
harm as a result of not receiving the best proven intervention.

HEEIEAENERETREMOTIREGR. ERREN. NETMEENEE, F2E
RER CHRILANRETRERMER I, EHATEHELIXR,

Extreme care must be taken to avoid abuse of this option

ERAER, NEXMEROIREEEIERIRA,



Post-Trial Provisions
RIEEHE

34. In advance of a clinical trial, sponsors, researchers and host country governments
should make provisions for post-trial access for all participants who still need an
intervention identified as beneficial in the trial. This information must also be disclosed to
participants during the informed consent process.

34, HElaFKiAEFARER, BH5. HRENETHEBNNSIESHEEMRE, URBMAESME
B, #NTERCERRPHACEENTFIERNZRE, HERLATNEERIREFER
HEAF.

Research Registration and Publication and Dissemination of Results
WRENEM. HRMEREH

35. Every research study involving human subjects must be registered in a publicly
accessible database before recruitment of the first subject.

35, BIUSRAXRHAEZNAREREEF—TRINEZE, YREARFIHRINEIEERTE
iCo

36. Researchers, authors, sponsors, editors and publishers all have ethical obligations
with regard to the publication and dissemination of the results of research. Researchers
have a duty to make publicly available the results of their research on human subjects
and are accountable for the completeness and accuracy of their reports. All parties
should adhere to accepted guidelines for ethical reporting. Negative and inconclusive as
well as positive results must be published or otherwise made publicly available. Sources
of funding, institutional affiliations and conflicts of interest must be declared in the
publication. Reports of research not in accordance with the principles of this Declaration
should not be accepted for publication.

36, HARE. FE. BHG. FENMLEREN FHRAREROBRMELHEBELCENS, HARE
BREAFMINNERAXZHENHARER, FNERESNHTEEMERMRESR. RS
ROEFHRT AT IICIRISA, REN. FRENERGAMRBNER—ELER, RBETH
HEREARMEE, BEKR. NURBMA R PROAELRY LA, FETFER (ES)
RUBIARIRE A NRIER KR,

Unproven Interventions in  Clinical Practice
Il PRSE B o SR 2E B B9 F ¥R 4B e

37. In the treatment of an individual patient, where proven interventions do not exist or
other known interventions have been ineffective, the physician, after seeking expert
advice, with informed consent from the patient or a legally authorised representative,
may use an unproven intervention if in the physician's judgement it offers hope of
saving life, re-establishing health or alleviating suffering. This intervention should
subsequently be made the object of research, designed to evaluate its safety and efficacy.
In all cases, new information must be recorded and, where appropriate, made publicly
available.

37. M MEANRBEFHTATE, MRFIEABEROTIEEAFEXEEEMTFRIERTN,
EEAEESEREIHBIRENEZEAEANNBRRG, JLMERBREIEAETF
fiEiE, BRERBEEENHAMXPFREREAERKNES. EZRRIALES. 5,
RSP FREREARRNR, FHTGEEREUMERERTIRIE, EEABERT, #E
BREAABICR, HEEHNERZTR.






