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A. INTRODUCTION

1.The World Medical Association has
developed the Declaration of Helsinki as
a statement of ethical principles to
provide guidance to physicians and other
participants in medical research involving
human subjects. Medical research
involving human subjects includes
research on identifiable human material
or identifiable data.

2. It is the duty of the physician to
promote and safeguard the health of the
people. The physician's knowledge and
conscience are dedicated to the
fulfillment of this duty.

3. The Declaration of Geneva of the
World Medical Association binds the
physician with the words, "The health of
my patient will be my first
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A. BBeaenue

1. Bcemupnas MenuuuHckas — Accoluanus
pazpaborana XenbCHHKCKYIO J[lekimapanuio B
KaueCTBE  OCHOBBI ~ 3THMYECKUX  MPUHIUIIOB
JEATEIbHOCTH Bpadyed W JAPYIMX YYaCTHHKOB
MEIUIUHCKUX  HCCIEAOBAaHUM C  y4acTHEM
YyeJloBeKa B KayecTBE CyOBEKTa HCCIeI0BaHUS.
MeauuuHCKUMU  UCCIEA0OBAHUSMU € Y4acTHEM

YCJIOBEKaA B KadCCTBEC C}’6”I)GKTa CUUTAKOTCA
HUccjacaoBaHusd, B KOTOPBIX HCTIOJIB3YIOTCA
IMMOJIYYCHHBIC oT YCII0OBECKa OHOJIOrHYECKHE
MaTepHraJibl nIn INEPCOHAJIBHBIC JaHHBIC,

NPUHAIEKHOCTE KOTOPBIX KAaKOMY-TTHOO JIHILY
MOET OBITh MJIEHTU(UIIUPOBaHA.

2. Jlonr Bpaua COCTOMUT B YJIYYIIEHHH U OXpaHE
310pOBbs JtoJiel. Ero 3HaHUsA U COBECTh JOJKHBI
OBITh HAMPABIICHBI HA CITY)KEHUE ITOMY JONTY.

3. XKenesckas Hexnapanus ~ BcemupHOR
MenuuuHckol AccolManuu  ONpeaesseT 0T
Bpaya CJIEAYIOINUMHU CIIOBaMU: - "30POBbE MOETO
ManueHTa OyJeT MOWUM TJIaBHBIM MPHUOPUTETOM'".




consideration,” and the International
Code of Medical Ethics declares that, "A
physician shall act only in the patient's
interest when providing medical care
which might have the effect of weakening
the physical and mental condition of the
patient”.

4. Medical progress is based on research
which ultimately must rest in part on
experimentation involving human
subjects.

5. In medical research on human subjects,
considerations related to the well-being
of the human subject should take
precedence over the interests of science
and society.

6. The primary purpose of medical
research involving human subjects is to
improve prophylactic, diagnostic and
therapeutic ~ procedures  and  the
understanding of the 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

B To xe Bpema MexnayHapoausiii Koxekc
MenuiuHcKo OTUKM TJIAacUT: '"NpU OKa3aHUU
MEIUIIMHCKOW MOMOIIHU, KOTOpasi MOXET IMOBJICYb
32 coboit  yxymmieHue —¢uznM4eckoro Jmbo
IICUXUYCCKOI0  COCTOSHHS, Bpady  JIOJDKEH
JIEUCTBOBATH TOJIBKO B MHTEpEcax maruenra'.

4. OCHOBY MEIUIIMHCKOTO MPOTpecca COCTABISIOT
UCCJICIOBAHMSI, KOTOpbIe, HAa KOHEYHOM JTare
JOJDKHBI BKITIOYATh HCCIICJIOBAaHUS C y4acTUEM
J0JIel B Ka4eCTBE CYOHEKTOB.

5. B MEIMIIMHCKUX HUCCIENOBAHUSAX C y4aCTHEM
YelloBeKa B KauecTBe CYOBEKTa  3JI0POBBE
YYaCTHHKA MMPEBAIMPYET HAJI HHTEPECAMU HAYKU U
oO1ecTBa.

6. OCHOBHOH IIEJIbI0 MEAUIIMHCKUX UCCIIEIOBAHUNA
C ydYacTHEM UYeJIOB€Ka B KayecTBe CyOBeKTa

SIBJISICTCSI COBEPIIICHCTBOBAHUE
npoUITAKTUIECKUX, JTUArHOCTHYECKHUX u
TEepaneBTUYECKUX TPOLEayp ©  yriayOjeHue

3HAHUU MO STUOJIOTUU U MATOTEeHEe3Y 3a00IeBaHUM.
O} PeKTUBHOCTD, TOCTYITHOCTh W KAYECTBO JAXKE
T€X METOAOB MNPOQPHUIAKTUKH, TUATHOCTHKU U
JICYCHUS, KOTOPBIC MOJTBEPKACHBI M TMPU3HAHBI
JTYYITUMU, JOJHKHBI IOCTOSTHHO M3y4aThCs.

7. bonpmmHCcTBO npopHIaKTUIECKUX,
JUAarHOCTHYECKUX U TEPANeBTUYECKHX MPOLEAYP
B OObIYHOW MEOUIIMHCKOM TpakTUKE U B
MEIUIMHCKUX  HCCIEAOBaHUAX  CBSA3aHO  C
OIIPEIETICHHBIM PUCKOM.

8. MenuuuHCKHUE HCCIIEIOBAHUS OCHOBBIBAIOTCS
Ha TUYECKHUX CTaHJapTax, KOTOPBIMU
MIPOBO3IJIAIIAIOTCS YBAXKEHHE KO BCEM JIIOJSM U
3aImTa X 370poBbs U npaB. Cpennu y4aCTHHKOB
UCCJIEIOBaHMUSI MOTYT OBITh YSI3BUMbIE TPYIIIIHI,
HyXjaarouiecs B ocoboi 3amure. Heob6xonumo

YUYUTBIBATH 0COOEHHOCTH BO3MOXHOIO
HKOHOMHYECKOTO b2 () MEIULUHCKOTO
HepaBeHCcTBa. Ocoboe BHUMaHUE HEOOXO0IUMO

TaKXe YAEIATh TeM CyObeKTaM HCCIIeI0BaHuH,
KTO HE MOXET CaMOCTOSITeIbHO JlaTh CBOE
corsacuie 0O OTKa3aTbCs OT ydyacTHs B
HCCJIEIOBaHNH;

KTO TIpY IOJIYYEHUU COIJIACUS HA y4acTUE MOXKET
JaTh coriacue noJt MIPUHYXICHUEM;




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. It 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.

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

KTO SIBHO HE MMEET JTUYHOM MOJIb3EI OT y4acCTusd B
HUCCICIOBaHUU,

A4 KOro y4daCTuC¢ B HMCCICAOBAHHMU CBA3AHO C
BO3MO>XXHOCTBIO IMOJIy4CHHUA MGHHHHHCKOﬁ
IIOMOIIH.

9. MHccrnenoBaTenn JOJDKHBI 3HATh JTHYECKHUE,
MpaBOBbIE M AJMUHHUCTPATUBHBIC TPEOOBAHUS K
MIPOBEJICHUIO HCCJICTOBaHUM c y4acTUEeM
YeJloBeKa, KaKk  CBOEW  CTpaHbl, TaK U
COOTBETCTBYIOIIME MEXIYHApOIHbIC TPEOOBAHMS.
HukakuMy HanMOHAIBHBIMA JTHYECKHMH OO
MPAaBOBBIMU WJIM aIMUHUCTPATUBHBIMA HOpPMaMU
HE MOXET OBITh JOIYIICHO YIIEMJICHHE JIHOO
HCKIIFOYCHHE KaKOTO-THOO0 W3 TMpaB yYaCTHUKOB
HCCIICIOBAHUS, YCTaHOBJICHHBIX JTaHHOM
Jlexmaparueil.

B. OcHoBHbIe NPUHIMNBI BCeX MEIUIMHCKUX
HCCaeI0BaHNN

10. onar Bpaya mpu IpOBEIECHUU METUIIUHCKOTO
UCCIIC/IOBAHHUST — 3alllUTa JKU3HHU, 3JI0POBbBS,
KOH(UICHIIMAILHOCTA W JIOCTOMHCTBA YYaCTHHUKA
UCCIICIOBAHMSI.

11. MeaunuHCKUE HCCICAOBAHUS C YYaCTHEM
YenoBeKa JTOJIKHBI COOTBETCTBOBATH
OOILIETIPUHATHIM ~ HAYYHBIM  OPUHIUOAM U
OCHOBBIBaThCSI HAa  MAaKCHMaJlbHOM  3HAHHUH
HAay4YHOU JIUTEPATYPHI, IPYTHUX COOTBETCTBYIOLIUX
UCTOYHUKOB uWHPOpMAIMU, Ha  pe3ylbTaTax
COOTBETCTBYIOIINUM o0pa3oM  TMPOBEJEHHBIX
1ab0paTOPHBIX UCCIENOBAaHUH U, TJIe MPUEMIIEMO,
HCCIICIOBAHNI HA JKUBOTHBIX.

12. Ocoboe BHMMaHUE HEOOXOAUMO YAEIATH MPH
NPOBEICHUU  HCCIIEJIOBAaHUM, KOTOpPBIE MOTYT
MNOTEHIMAJIBHO BO3/1EHCTBOBATh Ha OKPY)KAIOLIYIO
cpeny. Heob6xoaumo TaKKe MPOSIBIISITH
I'YMaHHOCTb B OTHOILIEHUU KUBOTHBIX,
UCTIOJIB3YEMBIX B UCCIICIOBAHHH.

13. Jlu3aiiH U mpouenypa BBINOJIHEHHS KaKIOU
DKCIIEPUMEHTAIBHOM  NPOLEAYpPbl, B KOTOpPOH
3aJIeliCTBOBaHbl JIIOM B KayecTBE CYOBEKTOB,
JTOJKHBI ~ OBITH  YETKO CQOPMYIHUPOBAaHB B
IIPOTOKOJIE HCCleNoBaHusA. JlaHHBIM ITPOTOKOI
JOJKeH OBITh MpPEJICTaBIeH Ha PAacCMOTPEHHUE B
CIELUAIBHYI0  JOTHUYECKYHD  KOMHUCCHUIO  JUIA
BO3MOJKHBIX KOMMEHTApHEB, 3aMEYaHUN W, €CIU
npUeMIIeMO, OJ00peHMs. DTHYecKas KOMHUCCHS




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 should
cease any investigation if the risks are
found to outweigh the potential benefits

JOJDKHAa OBITH HE3aBHCHMa OT Hucciaca0BaTci,
crioHcopa 0o Jr000r0 MHOTO BiUsHUS. JlaHHas
HE3aBUCHUMAasd KOMHCCHA JOJDKHAaA IIGfICTBOBaTB B
COOTBETCTBUM C 3aKOHAMHU M TIPaBWIaMU TOM
CTpaHbl, B KOTOPOH HPOBOJUTCS HCCIIEOBAHUE.
Komuccus umeer mpaBo MpoBOAUTH MOHUTOPUHT
TEeKyIIMX uccienoBanuil. MccienoBarens 00s13aH
MPEIOCTaBUTD KOMUCCHH uH(pOopMalLHIo,
MOJUIeKANTYI0 MOHHTOPUHTY, B OCOOCHHOCTH
MH(POPMALIMI0O TO CEepPhe3HBIM HEKeIaTeIbHBIM
SIBJICHUSAM. HCCHGI{OB&TGJ’IB TaKXEC JOJIKCH
MPEeIOCTaBUTh  KOMHUCCHUU  HHOpMaluio 00
HCTOYHUKAX (uHAHCUPOBaHHUA, CIIOHCOpaX,
BO3HUKAIOIIUX CBS3SIX HCCIENOBATENs, APYTuX
BO3MOXXHBIX KOH(I)JII/IKTaX HHTCPECOB M BbIIJIATAX
cyOBbeKTaM HCCe0BaHUS.

14. TIpoTokon HccneAoBaHUs JOKEH COAEepPkKaTh
U3JI0’)KEHUE ITUYECKOT0 OOOCHOBAHUS U YKa3aHHE
Ha TO, YTO OH COOTBETCTBYET IMPUHIIMIIAM JaHHOU
Hexnapamuu.

15. MeaunuHCKUE HCCIEIOBaHUS C Y4YacTHEM

JII-O,I[Cﬁ B Ka4yCCTBC CY6T>CKTOB JOJIZKHBI
MMPOBOAUTHCA TOJIBKO KBaJII/I(i)I/IIII/IPOBaHHI)IM
HAay4YHO MOArOTOBJICHHBIM  IICPCOHAIOM o

Ha6HIOIleHI/IeM KOMIICTCHTHOI'O MCAMIIMHCKOI'O
pa6OTHI/IKa. OTBETCTBEHHOCTh 3a 300POBLEC
Y4aCTHHUKA HUCCIICAOBAHUA HECCT Bpad, HECMOTPA
Ha 1aBacMO€ CaMUM YYAaCTHUKOM COTJIaCHuc.

16. Jro6omy MIPOCKTY METUIIMHCKOTO
MCCJIEIOBAHMS C YYAaCTHEM YENIOBEKa B KaueCTBE
cyOBeKTa JOJKHA TPEANIeCTBOBATh TIIATEIIbHAS
OIIEHKa BO3MOKHBIX PHCKOB B CPaBHEHUHU C
BEPOSATHOHN MOJIB30M, Kak JJi1 camMoro cyObeKTa,
TaK WU JUIsl JPYyrux Jul. DTO HE O03Haydaer
HEBO3MOXHOCTH ydacTua B MCOAUITNHCKOM
WCCJIETOBAaHUH 3JIOPOBBIX TO0OpOBOIBIEB. JH3aiiH
BCEX UCCJICNOBAHUM JIOJDKEH OBITh JIOCTYIEH
0OIIECTBEHHOCTH.

17. Bpau ngoymkeH BO3AEPKHUBATHCS OT y4acTHS B
UCCIJIEI0BATEIbCKUX MIPOEKTAX C y4aCTHEM JIIOJIEH,
€CJIM OH HE YBEPEH B TOM, YTO BO3MOKHBIE PUCKH
ObUIM  aJleKBaTHO  OLIGHEHbl M  MOTYT B
JIOCTaTOYHOM CTENEHW KOHTPOJIMpOBaThcsA. Bpau
JIOJDKEH TPEKpaTUTh JII000e UCCIeI0OBaHKue, eClu
BBISIBJICHBI pUCKH, MIpEeBBILIAIONINE
NOTEHLUAIbHYIO TMOJb3y, WIN €CIH HMEETCs




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.

Y6GIII/ITGJIBHOC AJ0Ka3aTCJIbCTBO ITOJOXKHUTCIBHOI'O
pe3yibTara.

18. MemunuHCcKOoe HCCIEJOBaHUE C Y4YacTHEM
YyeloBeKa B KauecTBe CyOBEKTa  JIOJDKHO
HPOBOAUTCS TOJBKO TOTJA, KOT/Ia BAYKHOCTH ISIIH
NPEBBIIACT M3BECTHBIC PUCKU M HEYHOOCTBa Ui
cyObekTa. DTO OCOOCHHO BaXXHO YUYUTHIBATH,
KOraa cyObEeKTaMH HCCIEAOBaHUS BBICTYIAIOT
3JI0POBBIE TOOPOBOJIBIIBI.

19. MenuuuHCKOEe HCCIEIOBAaHUE OMpPaBIaHO
TOJIBKO B TOM CJIy4ae, €CJIM UMEETCS JOCTaTOYHas
BEPOSITHOCTh TOTO, YTO TIOMYJISIUS, B KOTOPOM
MPOBOJIUTCA MCCIIECOBAHUE, MOJYYUT IOJB3Y OT
PE3yIBTATOB MCCIICIOBAHUS.

20. CyObexTaMH HCCIIEI0BATEIbCKUX MPOEKTOB
MOTYT BBICTYNAaTh TOJBKO COOTBETCTBYIOIIMM
0o0pazoMm mH()OPMUPOBAHHBIC JIMIIA, JOOPOBOJIHLHO
COTJIACHBIIIMECS HA y4acTHUE B UCCIICIOBAHUU.

21. Beerna qomKHO COOMIOAATHCS MPABO CYObEKTA
UCCIICIOBAHMSI HA JIMYHYIO HEIPUKOCHOBEHHOCTH.
I[OJ'DKHI)I OBITH IMIPUHATBI MaKCHUMAaJIBHBIC
3alUTHBIC MEPbl ULl  COXPaHEHWs  TaiHBI
JIMYHOCTHU YYaCTHHUKA U KOH(l)I/IZIeHHI/IaJII)HOCTI/I €ro
NEPCOHANBHBIX  JIAHHBIX, &  TaKke  JUIs
MUHUMHU3AITUN BO3MOKHOT'O HETaTUBHOT'O
BJIMSIHASL MCCIICJIOBAaHUS HAa €ro (U3WYecKoe |
MICUXUYECKOE OJIaromnoayyue.

22. B m1060M Hccae10BaHUU C Y4acTHEM YelloBeKa
B KayecTBE CyOBEKTa KaXXIbli MOTEHIIMAJIbHBIN
YYaCTHMK JIOJDKEH OBITb  COOTBETCTBYIOIIUM
obpazom wuHOpPMUPOBAH O LEIAX, METOAAX,
HMCTOYHHMKAX (uHaHCHpPOBaHUS, TMOOBIX
BO3MO>KHBIX KOH(IMKTaX HMHTEPECOB,
BO3HUKAIOIINX CBA3SIX HCCIIEI0BATES,
OKMJAaeMON TIOJb3€ M MOTEHLMAJIbHBIX PHCKaX
UCCIIIOBAaHUsI U HEYA0OCTBaxX, KOTOpbIE MOTYT
BO3HUKHYTh IIPpU YYacTUH B HCCJEIOBaHUHU.
CyOBexT UCCIIEJOBaHUS JOJIKEH OBITh
MH(OPMUPOBAH O CBOEM IIPABE BO3IEPKAThCS OT
ydacTusl B MCCIEAOBAHUU M MPaBE OTO3BAaTh CBOE
coTjlacue Ha y4acTHe B JIF0OOW MOMEHT 0e3 KaKux-
a100 HEraTUBHBIX MOCHEACTBUI. YOeIUBIINCE,
YTO CYOBEKT MOHSUT JaHHYI HH(pOpPMAIHIO, Bpay

JIOJIKEH MIOJIyYUTh 0OPOBOJIBHOE
MHPOPMHUPOBAHHOE  COINlacue CyObeKTa Ha
ydacTue, NpPEIINOUYTUTEIIbBHO B  NHCbMEHHOHN

dbopwme. Ecnu cornacue ydacTHUKA HE MOXKET ObITh




23. When obtaining informed consent for
the research project the physician should
be particularly cautious if 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 subject deemed legally
incompetent, such as a 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.

26. 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

MOJy4eHO B MHCBbMEHHON (opme, TOHKHO OBITH
COOTBETCTBYIOIIMM 00pa3oM 3apuKCUpPOBAHO U
3aCBUETEIBCTBOBAHO €T0 YCTHOE COTJIACHeE.

23. Ilpu monmydenun  HUHPOPMUPOBAHHOTO
COIJIacHsl Ha y4acTHE B MCCJIECIOBAHUU TpeOyeTcs
0COOCHHAsl OCTOPOKHOCTh B T€X ClydyasiX, KOrja
CyOBEKT HAXOJUTCSI B 3aBHCHMOM IOJIOKEHUU IO
OTHOIICHHIO K HCCIIEIOBATENI0, WIH KOTrja
CyIIECTBYET PHUCK TIOJYUYECHHS] COIJIACHUS MO
MIPUHYKJICHUEM. B TakoM cilydae
UHPOPMHUPOBAHHOE  COTJIACHE  JIOJDKHO  OBIThH
MOJIyUEHO XOpOILIO OCBEAOMJICHHBIM O CYTH
MCCJIEIOBAHUS BpPauoM, KOTOPBIA HE MPUHUMAET
y4yacTusi B  HUCCIEJOBAaHMM U  IOJIHOCTHIO
HE3aBUCUM OT JIaHHBIX OTHOIICHUI.

24. Korma cyObeKTaMu HCCIEIOBaHUS SBIISIOTCS
JINAIIA, MIPU3HAHHBIC HEICSCIIOCOOHBIMU;
(GU3MYECKH WM TICHXUYECKH  HECIOCOOHBIE
BBIPA3UTh COTJIACHME; HE JOCTUTIINE TIOJHOMN
JIeeCIIOCOOHOCTH B CHITY BO3pacTa, UCCIIEIOBATEIb
JIOJIKEH MOJIy4YUTh UH(POPMHUPOBAHHOE COIJIacue y
3aKOHHOTO TMPEJCTABUTEIS B COOTBETCTBUH C

JEUCTBYIOIIUM  3aKOHOAaTesnbecTBOM.  Crenyer
u30eraTb  BKIIOYEHUS MOJOOHBIX TIpynm B
UCCIIEI0BaHMS, eciu TOJIbKO JAHHOE

UCCIIC/IOBAaHHE HE HANpPaBJICHO Ha YJIydIlCHHE
3IIOpOBI)$I HaHHOﬁ HOHYJUIIII/II/I y‘-IaCTHI/IKOB U HC
MOXKET OBITh BMECTO JTOrO0 MPOBEACHO Ha
JIEeCTIIOCOOHBIX JTUIIAX.

25. Korzma cyObeKT ucCClIeloBaHHUs 10 3aKOHY
OrPaHUYEH B JIEECIIOCOOHOCTH, HAPUMEp, B CHITY
CBOEr0 BO3pacTa, OJHAKO CHOCOOEH BBIPA3UThH
CBOE COIJlac€ Ha Yy4YacTHE€ B HCCIIEJOBaHUM,
UCCJIEI0BATEND JI0JDKEH MOIYYUTh €r0 COIJIacue B
JIONIOJIHEHHE K  COIVIaCHI0, MOJyYEHHOMY Yy
3aKOHHBIX MIPEJCTaBUTENIEH TaHHOTO JIULA.

26. BximroueHne B KayecTBe  CyOBEKTOB
WCCJIEOBAHMSI JINLL, COTIaCHe KOTOPBIX MOJIYYHUTh
HEBO3MOXKHO, BKJIOYash CIy4dyaud IIOJY4YECHHUs
corylacMsi 'y JOBEpeHHoro  Jjuna  Jubo
MPEBAPUTENLHOTO IOJIYYEHHUS COIJIAChsl, MOXKET
OCYIIECTBIIATBCA TOJBKO B TEX CIydasx, Korja

(bU3n4ECKOe/TICUXNUECKOe COCTOSIHHE,
IPEMSITCTBYIONLIEE MIOJTyYEHUIO
HMH(OPMHUPOBAHHOTO coryiacus, ABIISETCS
XapaKkTepHOU 0COOEHHOCTBIO CYOBEKTOB,
YJIOBJIETBOPSIIOIINX OCHOBHOMY KPUTEPHUIO
BKJIIOUEHUS B JTAaHHOE HCCIIEIOBaHUE.




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.

27. 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 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

O0ocHOBaHWE TPUYUH JUIsI  BKJIIOYCHHS B
HCCIICIOBAaHUE  CYOBEKTOB, HAXOIAIIUXCSA B
COCTOSIHMHM, KOTOpPO€ JIeJIaeT HEBO3MOXHBIM

HOJyYCHHE Y HUX MH(POPMHPOBAHHOIO COTJIACHS,
JOJDKHO OBITh  OTPOKEHO B MPOTOKOJIEC U
IPEICTABICHO HAa PAcCMOTPEHHE OSKCIEPTHOI
Komuccud.  IIpoTOKONT — TOKEH — comepkKaTh
TpeOoBaHHE O HEOOXOJMMOCTH IO BO3MOXKHOCTH
CKOpeiimero HOJTyYEHUS coracus Ha
HPOJIOJDKEHHUE Y4aCTHsI B HCCIICIOBAaHHU Yy CaMOT'0
cyObekTa 1100 ero 3aKOHHOTO MPEJICTABUTEIS.

27. Kak aBTOpbI, TaK U U3/IATEJIM HECYT AITUYECKHUE
o0si3arenbeTBa. B myOnmukanusx uccienoBaTenu

00s13aHBl  COONIOAATH  TOYHOE  COOTBETCTBUE
NyONMKYEeMbIX JAHHBIX pEajIbHO IOJIyYEHHBIM
pesyabraram. [lyOnukoBarbes, JIMOO  MHBIM

00pa3oM CTaHOBHUTHCS JIOCTYMHBIMHU IIUPOKOM
nyOnuKe AODKHBI KaK TOJOXKHUTENbHBIE, TaK H
OTpUUATENbHBIE pE3yJIbTaThl HMCCIEAOBaHUN. B
MyOIMKAIUU JOJKHBI OBITh yKa3aHbl UCTOYHUKH
(rHaHCUPOBAHUSA HCCIIEA0BaHMs,
MPUHAUIEKHOCTh M CBSI3U  C  pa3IMYHBIMHU
OpTaHM3aIUsIMHU, & TAKXKE BO3MOXHBIA KOHMIUKT
untepecoB.  Otyersl 00  HCCIEAOBAHUSX,
MPOBEICHHBIX C  HApPYUWIEHUEM  IPHUHIUIIOB,
YCTaHOBJICHHBIX  JaHHOM  [lekmapamnuei, He
JTOJKHBI IPUHUMATHCS K IMTyOJIMKAIUH.

C. JlonmonHuTe/ibHbIe  NPUHUMUNBI  NPH
NpoBeeHUN MEIUIUHCKUX  MCCJIeJ0BAHUIA,
COBMEHIEHHBIX € OKa3aHWeM MeIHIMHCKOMI
MOMOIIIH.

28. Bpau Moxer coBMellaTb MEAMIIMHCKHE
HCCIENOBAHUS € OKAa3aHUEM  MEIHUIMHCKON
IIOMOILX B PAMKaX CBOCH OCHOBHOMU JI€ATEIbHOCTH
JUIib B TEX CIydYasX, KOIZJa JTO ONPaBIAHO
MOTEHIUAIbHOU npopHIaKTHIECKOH,
JIMATHOCTUYECKON WJIM TEPANEBTHYECKON MOIb30U
oT wuccienoanus. C LEIpl0  TONOJHUTEIBHOU
3aI0ATHl TNAIMEHTOB, BBICTYNAOIMMX B POJIHU
CyOBEKTOB MEIULIMHCKUX HCCIIE0BAHNM,
COBMEUIEHHBIX € OKa3aHWEM  MEIHUIIMHCKON
IIOMOILIH, MIPUMEHSIOTCS JIOTIOJIHUTEIIbHBIE
CTaHJapPTHI.

29. Ilonb3a, pucku, HEYA00CTBA U APPEKTUBHOCTD
HOBOTO  METOJa JIOJDKHBI ~ OIICHWBAaThCS B
CpPaBHEHMHM C JYyYIIUMH Ha TEKYIIUH MOMEHT
NpOPMIAKTUIECKUMH,  AHATHOCTHYECKUMHU U
TEpaneBTHUECKUMH METOJJaMH. DTO HE UCKII0YaeT




placebo, or no treatment, in studies where
no proven prophylactic, diagnostic or
therapeutic method exists.

To further clarifiy the WMA position on
the use of placebo controlled trials, the
WMA Council issued, during October
2001, a note of clarification on article 29

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.

NOTE OF CLARIFICATION ON

HUCIIOJIB30BAHUEC B HCCICIOBAHUAX CpaBHeHI/IH C
miane6o MO0 OTCYTCTBHEM JICUEHUS B TeX

cly4asix, KOrjga HE€ CYIIECTBYeT HHUKAKOTo
JIOKa3aHHOTO MPOPUIAKTHYECKOTO,
JIMarHOCTUYECKOTO WIn TEepPaneBTUYECKOTO
MeTOo/1a.

s 6onee nonHo20  pasvACHeHUs  NOZUYUU
Bcemupnoti  Meouyunckoti  Accoyuayuu 6

OMHOWEHUU B03MOAICHOCMU NPOGedeHUs Niayedo-
KOHMPOIUPYEMbIX UCCTIe008aAHUL ObLIU 8bINYUEHBL
npumeyanusi K 0anHou cmamoe, oanuvie Cosemom
Bcemupnoii Meouyuncroit Accoyuayuu 6 okmsope
2001 2. (npueedensi 6 konye mexcma J[upekmuenot)

30. Ilpu 3aBeplICHHH HCCIAEAOBAHUS KAKIOMY
MalUeHTY, YYacCTBOBABIIEMY B HCCIEIOBAHUU,
JOJKEH OBITh OOECreueH AOCTYN K JIYYlIUM W3
JTIOKa3aHHBIX MPOPUITAKTUYECKHUX,
JTUATHOCTHUYECKUX U TEparneBTHUYECKUX METO/IOB,
MOATBEPKICHHBIX UCCIIEIOBAHUEM.

31. Bpau pomxeH MPeAOCTaBUTh MALKUEHTY
MOJTHYIO HH(POPMAITUIO O TOM, KaKUE M3 acCIICKTOB
MeIULMHCKOM ITIOMOIIIH HEIOCPEICTBEHHO
CBSI3aHBI C MPOBOAMMBIM HccienoBanueMm. OTka3
MalKeHTa OT YJacTHsl B UCCJICAOBAHUHM HE B KOEM
clyyae HE JIOJDKEH OTpakaTbCsi Ha  €ro
JaTbHEHIITNX B3aUMOOTHOIIIEHUSX C BPAYOM.

32. Ecimm  He
npoQUITAKTUIECKUX,

CyIIECTBYeT  JOKa3aHHBIX

JIMAarHOCTHYECKUX U
TCPANICBTUYCCKUX METOAO0B, HIIN OHHU
Masi03(pPeKTUBHBI, TO Bpad HAa OCHOBAaHHUH
MOJy4EeHHOTO ~ MH()OPMUPOBAHHOTO  COTJIACHS
HalyveHTa MOKeT NPUMEHATh HeloKa3aHHbIE 100
COBCEM HOBBIE npoduIakTU4ecKue,
JTMarHOCTUYECKUE U TepaneBTUYECKHe MEphl, €CITU
[0 ero OIEHKE 5TO, BO3MOXKHO, TPUBEAET K
CHACEHUIO JKHU3HH, BOCCTAHOBJIEHUIO 3]I0POBbS
nubo oOJieryeHuIo cTpamaHuil. B Tex cmydasx,
KOTJa 3TO BO3MOXHO, MOJOOHBIE MEphl JOJKHBI
CTaHOBUTHCA 00BHEKTOM CIICNuaJIbHO
CIUIAHUPOBAHHBIX HCCIICOBAaHUM 1O  OICHKE
0e3omacHOCTH U YPPEKTUBHOCTU TaHHBIX Mep. Bo
BCEX CIyYasx MOJy4aeMyl0 HOBYIO MH(pOPMAIUIO
cienyer (uUKCHpoBaTH W, KOTJa MPHEMIIEMO,

myOJINKOBATh. IIpu 3TOM HEOOXO0IUMO
coOuoieHme MHBIX COOTBETCTBYIOIINX
IIPUHIUIIOB HacTosIEeH [lekapanun.

IIlpumeyanue. Pa3bsicHeHuss K cratbe 29




PARAGRAPH 29 of the WMA
DECLARATION OF HELSINKI

The WMA is concerned that paragraph
29 of the revised Declaration of Helsinki
(October 2000) has led to diverse
interpretations and possible confusion. It
hereby reaffirms its position that extreme
care must be taken in making use of a
placebo-controlled trial and that in
general this methodology should only be
used in the absence of existing proven
therapy.

However, a placebo-controlled trial may
be ethically acceptable, even if proven
therapy is available, under the following
circumstances:

- Where for compelling and scientifically
sound methodological reasons its use is
necessary to determine the efficacy or
safety of a prophylactic, diagnostic or
therapeutic method; or
- Where a prophylactic, diagnostic or
therapeutic method is being investigated
for a minor condition and the patients
who receive placebo will not be subject
to any additional risk of serious or
irreversible harm.

All other provisions of the Declaration of
Helsinki must be adhered to, especially
the need for appropriate ethical and
scientific review.

XeabcuHkckoit  Jlekigapanuun — Bceemupnoit
MeauuMHCKOH Accouranuu
Bcemupnas MenunmHckas Acconuanus

03a004YeHa TE€M, YTO CTaThsi 29 HOBOW pemaKIuu
Xenbcuuckoit Jlexnaparnuu (okTsi0pp 2000 T.)
npuBeja K pa3HOOOpa3Hui0 TOJKOBAaHUM TEKCTa M
BbI3BaJsa psn CIIOpPOB. Hacrosmum
MOJTBEPKIaeTCs ITO3HITHS BcemupHoit
MeaunuHckod Accolanyy B OTHOIIEHHH TOTO,
YTO MpPU NPUHATHM PEUICHUS O MPOBEACHUU

11a11€00-KOHTPOIUPYEMBIX UCCJIeIOBAHUIM
HE00X0IUMO MIPOSIBIISATH MaKCHUMAaJIbHYIO
OCTOPOKHOCTb, W YTO JIaHHasg METOJO0JIOTHS

MOJKET HCII0JIb30BAaThCS TOJBKO IMPH OTCYTCTBHU
CYIIECTBYIOIIEH JOKa3aHHOW Teparuu.

OpHako mpoBeleHHE IUIaLE00-KOHTPOIUPYEMBIX
UCCIIEOBAaHUM  Jake TMpU  CYLIECTBOBaHHUHU
JIOKa3aHHOM Tepamuu MOXKET OBbITh ONPaBAAHO C

OTHUYECKOH  TOYKH 3pEHUS TpH  HAIAYUH
CJICIYIOITHX OOCTOSITEIILCTB:
- KOTJa CyHIECTBYIOT HENPEOJOIUMbIE HAyYHO
00OCHOBAHHBIC ~ METOIOJIOTMYECKHE  IPUYHHBI
HEOOXO/JMMOCTH HCHOJB30BaHUS IIIanedo Ui
onpeeacHus a¢ddexTuBHOCTH 60
0e3omacHOCTH UCCIIETyeMOTO
NpOPMIAKTUYECKOTO,  TUArHOCTUYECKOTO  HJIH
TEPaIeBTHYECKOTO METO/1a; 17001

- Korjga MNpo(MIAKTUYECKHH, JAMAarHOCTUYECKUN
NN TepaHeBTI/I‘-IGCKI/Iﬁ MCTOH NPUMCHACTCA B
UCCIICIOBAaHUSIX C HE3HAYMTEIbHBIM yXY/IIEHUEM
3IOPOBBSI M COCTOSTHHSI, M TPHUMEHEHHE IIaredo
HE TpUBEAET K IMOBBILICHUIO PUCKA MPUYUHEHHS
cepbe3Horo  Jmbo  HeoOpaTtumoro  yuiepOa
37I0POBBIO.

Bce unble ycmoBus XenbCUHKCKOW Jlekmapanuu,

OCOOCHHO B OTHOLIEHUH  HEOOXOIMMOCTH
IIPOBEICHUST COOTBETCTBYIOLIEH OJTUYECKOW U
Hay4HOH JKCIIEPTHU3BIL, JOJIKHBI CTpOro

COOIIOIaTHCS.




