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Research Ethics

ITHKA IMPOBCACHUA UCCJICAOBAHUSA
Purpose and Process
Llenv u npoyecc

Purpose
ean

e To describe need for ethical oversight of research studies involving humans

e To explain ethical principles that guide research

e To describe important documents relevant to policy research

e To present basic requirements for ethical review

e To facilitate identification and discussion of ethical issues arising in this research

e To train all staff and research team in human subject and information protection
procedures for this project and each site.

e Omnwucarh MOTPEeOHOCTH B STHUECKOM KOHTPOJIEC UCCIICAOBAHMS, B KOTOPOM YYaCTBYIOT
JOTU

e OOBACHATH ITUYECKUE TPHUHIIMIBI, KOTOPHIMH HEOOXOAWMO PYKOBOJICTBOBATHCS B
UCCIIeIOBaHUH

e Omnmcarp BaKHbIE JOKYMEHTHI, PEJICBAaHTHBIEC NCCIICAOBAHHUIO TIOJIUTHKU

e IlpencraBuTh OCHOBHBIE TPEOOBAHUS K STUYECKOMY KOHTPOJIIIO

e CrocoOCTBOBAaTh BBISIBICHHUIO M O0CYKIICHHIO ATHYECKIX BOIPOCOB, BO3HUKAIOIINX B
3TOM HCCIIEOBaHUH

e OOyunThb BeCh INTAaT W HMCCIEAOBATEIBCKYI0 KOMaHAy NpOIEaypaM 3alluThl JIUI,
MPUHUMAIOIINX yYacTUE B MCCIEAOBAHUU U 3allIUTe WH(OpPMALMU 3TOTO MPOEKTa U
Ka)X/IOTO U3 BEIOPAHHBIX MECT MPOBEICHHSI HCCIICOBAHUS.

Process
IIpouecc

Discussion of

e potential local ethical issues

e human subject protection procedures as described in project protocol

¢ informed consent forms and process

Ob6cyxneHue

e MOTEHIMAIBHBIX ITHUYECKUX MPOOIEM B MECTE IPOBEICHUS HCCIICIOBAHUS

e MPOIEIYp 3ALIUTHI JIHII, TPUHUMAOIINX YIaCTHE B UCCIICIOBAaHHUH, KaK OIKMCAHO B
MIPOTOKOJIE TIPOCKTa

e (opmbI U Tiporiecc HHPOPMUPOBAHHOTO COTTACHS
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Why is Ethical Oversight of Research Studies Involving
Humans Important?
IloueMy Bas’keH KOHTPOJIb COOJIIOACHN ITUKH HAYYHBIX
HCCJICJOBAHUM, B KOTOPBIX YYAaCTBYIOT JIKOAM ?

Research can be defined as a “systematic investigation, including research
development, testing and evaluation, designed to develop or contribute to generalizable
knowledge.”' A human subject is “a living individual about whom an investigator
(whether professional or student) conducting research obtains (1) data through
intervention or interaction with the individual, or (2) identifiable private information.”?
Research involving human subjects includes a wide variety of scientific endeavors
including: basic (non-clinical) science using biological samples, randomized clinical
trials of new drugs or devices, epidemiological research of population health and
behavior, and policy behavioral research involving surveys, observation, and interviews.

HccnenoBanue MOXHO OINpPENENIUTh KaK “‘CHCTEMAaTH4eCKOoe HCCIeI0BaHMe,
BKJIIOUaroIee pa3paboTKy MCCIIeI0BaHUs, POBEACHUE TECTOB M OLIEHKY, HAIPABJICHHOE
HA PA3BUTHE MM MOMOIHEHHE 0600IMEHHbIX 3HaHHit.” JINI0, IPUHUMAOIICE y4acTHe B
HCCIEAOBAaHUU - ‘“KMBOM WHIWBHI, O KOTOPOM HCCIIeoBaTelb (MpodecCHoHal HWiIn
CTYZCHT), IPOBOJSALINNA HCCIIEOBAaHUE, MMONTydaeT naHHbIE (1) myTeM MHTepBEHIMHA WM
B3aUMOJCHCTBHSL C WHAMBUAYYMOM, WM (2) uepe3 HIACHTUPHUIUPYEMYIO YacCTHYIO
urdopMmario.” ViccaenoBanne, B KOTOPOM NPUHHMAIOT yYaCTHE JIOIH, BKIIOUYAET
IMIMPOKOE  pa3sHOOOpasWe  Hay4yHBIX  JICHCTBHH, Cpeau  KOTOPHIX:  OCHOBHAs
(HeKTUHHMYECKasi)  HaykKa C  HCIOJb30BaHMEM  OHMOJIOTMYECKHX  0Opas3loB,
PaHIOMHM3MPOBAHHbIC KIMHWYECKUE WCIBITAHUS HOBBIX JIGKAPCTB WM HPUOOPOB,
SMHUJEMHOIOTMYECKOe  MCCIIEOBAaHUE  3JI0pOBbS M IIOBEJCHUS  HACEJIEHUS,
MIOBEJICHUECKOE UCCIIE0BAaHNE, BKIIOYAOIIEE OMPOCHI, HAOIIOACHNE 1 HHTEPBBIO.

Human subject research has produced important new basic scientific knowledge,
established the effectiveness of life saving treatments and vaccines, and advanced our
understanding of behavioral and structural factors’ role in health. Not all research, of
course, leads to important discoveries. Sometimes research exposes subjects to real or
potential risks. Regulation of human subjects’ research aims to reduce these risks and
prevent exploitation of research subjects while promoting ethical and well-designed
research studies.

HccnenoBanus ¢ ydacTueM o€ MPUBOIMIO K TMOSBICHUIO Ba)KHBIX HOBBIX
OCHOBHBIX HAYYHBIX 3HaHUH, ompenenwyno >PQPEKTUBHOCTh JICYEHUS H BaKIIWH,
CHacamIuX JKU3HH W TPOABUHYJO Halle IOHMMAaHHE pOJU TMOBEICHYECKHX U
CTPYKTYpHBIX (hakTOpoB IJIsl 3M0poBbsi. He Bce mccieoBaHusl, KOHEYHO, MPHUBOJUT K
BaXHBIM OTKPBITUAM. MHOrIa wucciaenoBaHUE MOABEpPraeT CyObEKTOB pPeajbHBIM HIIN
MOTEHIMATIBHBIM pUCKaM. PerjaMeHTHpOBaHWE WCCIEAOBAHUS JIUI, TMPHHUMAIOIINX
yJacThe B HCCJIEIOBAaHUM, HANPABICHO HAa CHUKEHHE ITHX PUCKOB U MPEJOTBPAIICHUS

' 45 (US) Code of Federal Regulations (CFR) 46.102(d).
2 45 (US) Code of Federal Regulations (CFR) 46.102(f).
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HAHECEHHs Bpela CyOBEeKTaM HUCCIICOBAHMS MPU MPOABIKEHUU ITHUYECKUX M XOPOIIO
pa3paboTaHHBIX Hay4YHBIX UCCIIEI0OBAaHUI.

Historically, some research has exposed human subjects to real or potential harm,
often without their full consent and sometimes without their knowledge. Examples
include the Nazi doctors’ experiments that involved exposing concentration camp
prisoners to wounds, unnecessary surgery, infectious agents, and extremes of heat, cold,
altitude, or other dangerous situations to document the impact on the human body even to
the point of causing death. Other examples include the Tuskegee syphilis study in which
African-American men with syphilis were deceived about their diagnosis, denied
effective treatment when it became available, and observed for up to 30 years untreated.
Additionally, throughout the 1940s, 50s, and early 60s, many well-respected researchers
conducted studies involving patients without their fully informed consent and some
exposed patients to much greater risks from experimental interventions than they would
have faced with standard treatment. °

HcTopuuecku, HEKOTOpbIE HCCIEA0BAaHUS MOABEPralid YeJIOBEKa pealbHOMY WIIU
MOTEHIMAJILHOMY Bpedy, 4acTo 0e3 MX IOJHOIO COrJacusi, a MHOrAa 0e3 uX BeaoMa.
Cpenu mnpuMepoB - DOKCIEPUMEHTHI HAIUCTCKUX Bpayeil, KOTOpble MOJBEPrain
3aKJIFOUEHHBIX KOHIIEHTPAIMOHHBIX JIarepell HACWJINIO, MPOBOJMUIN HAa HUX HEHYKHBIC
orepaly, 3apakail uX UHPEKIUsSMHU, MOJABEprajid dKCTPEMAIbHO HU3KUM U BBICOKHM
TeMIlepaTypam, SKCTPEMAaTbHBIM BBICOTAM, MJIU JIPYTUM OMACHBIM CHTYAIUSM, YTOOBI
(buKCHpPOBAaTh PEAKLHUIO YEIIOBEYECKOTO Teja, JaKe JOXO0Msd JO KPUTHYECKHMX MOMEHTOB,
IpU KOTOPBIX HacTymaer cMepTh. Cpeau Apyrux MpUMEpOB - HCCIEAOBaHHE cudmiInca
Tackuru, B x01€ KOTOpOoro Adpo-aMepUKaHCKUM MY>KUYWHAM, OOJIbHBIX CH(MUIUCOM, HE
cooOumnu 006 WX AuarHose, JUMMIK 3(P(GEKTUBHOIO JIEYSHHs, KOTJIa OHO CTallo
JIOCTYTTHBIM, W HaOMIOJaIM B TeueHue okojo 30 JeT 3a mpoucxoAsammm ¢ HuMu. Kpome
toro, B 1940-p1x, 50-b1X, 1 B Hauane 60-bIX ro0B, MHOTHE YBa)KaeMbl€ MCCIIEIOBATEIN
MIPOBOJVIIA HUCCIICJIOBAHMSI, B KOTOPBIX yYaCTBOBAJIM ITAIMCHTHI, KOTOPBHIC HE JaBaIIA
MOJIHOTO MH()OPMHUPOBAHHOTO COTIACHS U TMOABEPINIM HEKOTOPHIX MAIMEHTOB HAMHOTO
OoybIIIeMy PHCKY BCIIEICTBHE SKCIEPUMEHTAJIBHBIX BMEHIATEIBCTB, YEM €CIIH OBl ITH
JIIOTY TIPOXOAUITU CTAaHAPTHOE JICUCHHE.

Instances of abuse and harm led to calls for oversight. Regulation, as it has
developed in the U.S., has included oversight from courts and regulatory bodies within
the government, and from the development of ethical codes and voluntary standards.
Ultimately, federal regulation combined with international standards, currently define the
requirements for U.S.-based researchers working in other countries. This section
introduces the basic principles, documents, and requirements for ethical review of human
subject research and identifies some of the potential ethical issues of policy research in
particular.

Cnyuau 310ynoTpebieHus 1 Bpea MpUBeH K MPU3bIBaM OCYIIIECTBICHUS
kouTpostst. [IpaBwia, Oynyuun paspadorannsie B CIIIA, BKIFO9AIH TTOCTAHOBIICHUS U3
CYJIOB M PETYJIHPYIOIINX OPraHOB MPABUTEIHCTBA, U3 ITUYECKUX KOJEKCOB U
TOOPOBOJIBHBIX CTAHIAPTOB. B mTore, henepanbHble MpaBuiia BMECTE C
MEXIyHApPOIHBIMU CTaHIAPTAMHM, B HACTOAIIEE BPEMS PETJIaMEHTUPYIOT TPeOOBaHUS IS

3 H. K. Beecher, "Ethics and Clinical Research," New England Journal of Medicine, 274 (1966): 1354-1360.
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uccnenosateneii CLLIA, paboTaronmx B Apyrux cTpaHax. B 3Toil CeKIMU OCBEIICHEI
OCHOBHBIC MTPHHIINTIBI, TOKYMEHTHI U TPEOOBAHMUS JJIs1 KOHTPOJISI STHKH MTPOBEIACHUS
WCCIICIOBAHUSI C YYACTHEM JIUII, IPUHUMAIOIINX YYaCTUE B UCCIICIOBAHUM, U
OIIpeIeJIeHbI HEKOTOPHIC TOTECHIMATBHBIC STHIECKUE TIPOOIEMbI HCCIICOBAHUS B
00JIACTH MOJIUTHUKHU U IPAKTUKH.

The Basic Ethical Principles that Guide Research
OcHOBHBIE ITHYECKHE TPUHIIUNBI IPOBEAEeHUS UCCIeI0BAHUS

In the past thirty years a consensus has emerged on basic ethical principles that
should guide biomedical research, these are respect for persons, beneficence and justice.
They appear explicitly stated in the Belmont Report, the Council for International
Organizations of Medical Sciences (CIOMS) Guidelines, and are reflected less explicitly
in each of the important documents described in the next section. What follows is an
excerpt from the most recent CIOMS guidelines describing the basic principles.

3a mpolieanye TpUALATH JIeT ObLI HailIeH KOHCEHCYC B OTHOUIEHHH OCHOBHBIX
STMYECKUX  IPHUHLUIOB, KOTOpBIE JOJDKHBI  COOJMIOAAThCS TpPU  MPOBEACHUHU
OMOMEIUIIMHCKUX MCCIICIOBAHUMN, 3TO Y8aAMdCeHUE K JIHOAM, 000pOIHCceIamebHOCmb U
cnpagedaugocmp. OHU sICHO OTpaxkeHbl B Otuere benmonTa, PyKoBOISMIIMX MpUHIIUIIAX
CoBera MexAyHapOAHBIX OpraHu3aluii B obOsactu MemuimHckux Hayk (CIOMS), u
MEHee SIBHO OTPAKEHBI B KaXK/I0M U3 BaKHBIX JOKYMEHTOB, IIPUBEICHHBIX B CIEIYyIOIIEH
cexuuu. Hike mpuBeneHa BblIep)KKa U3 OCIEAHUX pyKoBoadmux npuHiunos CIOMS c
OINMCaHUEM OCHOBHBIX PUHIIUIIOB.

“Respect for persons incorporates at least two fundamental ethical considerations,
namely:

“Yearncenue k n100am o0beIUHSET MO KpaliHell Mepe 1Ba (yHIaMEHTaIbHBIX
ATUYECKHUX COOOpaX]EHMsI, a UMEHHO:

a) respect for autonomy, which requires that those who are capable of deliberation about
their personal choices should be treated with respect for their capacity for self-
determination; and

b) protection of persons with impaired or diminished autonomy, which requires that
those who are dependent or vulnerable be afforded security against harm or abuse.

a) yBOXCHHE aBTOHOMHUH, KOTOpas TpeOyeT, 4TOObI K TeM, KTO CIIOCOOCH K MPUHSITHIO
COOCTBEHHBIX PEIICHH, OTHOCHIIUCH C YBXKEHHUEM K UX MPaBy HAa CAMOOIpeIeJICHHE; U
b) 3ammra mrOACH C HENOJHOICHHON WM 3aHIKEHHONW aBTOHOMHEW, TpeOyrommas
MPEIOCTAaBIICHUS 3alUTHl OT MPUYMHEHHUS Bpela WM KaKOTro-IU0Oo 37I0ynoTpedieHus
TEM, KTO SIBJIICTCSI 3aBHCHMBIM HJIN ySI3BUMBIM.

Beneficence refers to the ethical obligation to maximize benefits and to minimize
harms. This principle gives rise to norms requiring that the risks of research be
reasonable in the light of the expected benefits, that the research design be sound, and
that the investigators be competent both to conduct the research and to safeguard the
welfare of the research subjects. Beneficence further proscribes the deliberate infliction

Russian Training Materials Module V_Final 01.24.06 221



of harm on persons; this aspect of beneficence is sometimes expressed as a separate
principle, nonmaleficence (do no harm).

Hobposcenamenvnocms OTHOCUTCSI K  JTHYECKOMY  0053aTelbCTBY
MaKCUMH3UPOBAaTh BBITObI M MHUHUMHM3UPOBATh BpeA. OTOT MPUHLUI 3aKJIabIBAET
Hayajgo HOpMaM, TpeOyromuM, YyTOOBbl PUCKM HMCCIENOBAaHUs ObUIM pa3yMHBI B CBETE
OKHJIa€MBIX BBITOJl, YTOOBI UCCIIEI0BaHUE OBIJIO KAYECTBEHHBIM U YTOOBI HCCIIEI0BATENN
obnajgany KOMIIETEHLMEH Ui TpPOBEACHUS MCCIECJOBAHUS M TapaHTUPOBAIH
J00pO’KEeNaTeIbHOCTh B OTHOIICHUH JIML, NPUHUMAIOIUX y4acTHE B MCCIEIOBAHUU.
JloOporKenaTeNnbHOCTh 3ampeliaeT NpeaHaMepeHHOe MPUYMHEHUE Bpela JIOASM; 3TOT
acleKkT J00pOoXKeNaTeNbHOCTH HHOrZAa (OpPMYJIMpPYETCs B OTHEIbHBIA INPHHLHI,
«HeHaHeceHUus epedany (He HaBpEIH).

Justice refers to the ethical obligation to treat each person in accordance with
what is morally right and proper, to give each person what is due to him or her. In the
ethics of research involving human subjects the principle refers primarily to distributive
Jjustice, which requires the equitable distribution of both the burdens and the benefits of
participation in research. Differences in distribution of burdens and benefits are
justifiable only if they are based on morally relevant distinctions between persons; one
such distinction is vulnerability. "Vulnerability" refers to a substantial incapacity to
protect one's own interests owing to such impediments as lack of capability to give
informed consent, lack of alternative means of obtaining medical care or other expensive
necessities, or being a junior or subordinate member of a hierarchical group.

Accordingly, special provision must be made for the protection of the rights and welfare
of vulnerable persons.

Cnpaseonueocmsp OTHOCUTCS K OSTHUECKOMY 0053aTelIbCTBY pacCMaTpUBaTh
KaX/IOTO 4eJIOBE€Ka B COOTBETCTBUM C TEM, 4YTO SBISAETCS MOPAJIBHO IPABUIIBHBIM,
OTJaBaTh JOJDKHOE KaXJIOMy 4eJIOBEeKy. B 3Tuke uccinenoBaHMii ¢ yvyacTheM JIUL,
NPUHUMAIOIIMX Yy4YacTHE B WCCIEAOBAHHWM, TNPHHIUI OTHOCHTCS, MPEXKAE BCEro, K
oucmpubdymueHoil cnpageoiusocmu, KOTopas TpedyeT paBHOIPABHOTO PaCIpeaesICHUs
TPYOHOCTEW W BBITOA OT Yy4YacTHsl B HCCIICAOBaHWH. Pasznuuusi B pacmpenereHun
TPYAHOCTEH W BBIFOJ MOTYT OBITh OIPAaBJIAHHBIMH, TOJBKO €CIM OHU 0a3MpYIOTCS Ha
HPAaBCTBEHHO YMECTHBIX pAa3JIMUUAX MEXAY JIIOJbMH, OJHO TakKoe pa3ndue -
yS3BUMOCTh. "YS3BUMOCTB" CBsSI3aHa C CYLIECTBEHHOHW HECIIOCOOHOCTBIO 3alllUTUTh
COOCTBEHHBIE WHTEPECHI BCIICJCTBHE TAKMX IMPETATCTBUI KaK HETOCTATOK CIIOCOOHOCTH
nate MHpopMHupoBaHHOE corjacMe Ha YydacTHE€ B MCCIECIOBAHUHU, HEJAOCTATOK
IbTEPHATHBHBIX CPEJICTB TMOJyUYEHHUs] MEIUIIUHCKOTO OOCTY)KHUBaHHUS WU JPYTUX
noTpeOHOCTeH, WM OBITh MIIAIIIMM MM HNOJYUHUTH YJICHA HEepapXUYECKOW TpYIIIBI.
COOTBETCTBEHHO, CHENHATbHOE YCJIOBHE JOJDKHO OBITH CHENAaHO JUIS 3aIIUTHI MPaB H
0J1ar0COCTOSTHUS YSI3BUMBIX JIFOJCH.

Sponsors of research or investigators cannot, in general, be held accountable for
unjust conditions where the research is conducted, but they must refrain from practices
that are likely to worsen unjust conditions or contribute to new inequities. Neither should
they take advantage of the relative inability of low-resource countries or vulnerable
populations to protect their own interests, by conducting research inexpensively and
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avoiding complex regulatory systems of industrialized countries in order to develop
products for the lucrative markets of those countries.

CrioHCOpBI MCCIEN0BaHUS WM HCCIENO0BATENM HE MOTYT, B LIEJIOM, CUMTATHCA
OTBETCTBEHHBIMH 33 HEMPAaBOMEPHBIE YCIOBUS, B KOTOPHIX HMPOBOAUTCS HCCIEAOBAHUE,
HO OHHM JIOJDKHBI BO3EP)KATHCSI OT METOJIOB, KOTOPBIE, MOTYT YCYT'YOUTh HEMPAaBOMEPHBIE
YCIIOBUS WJIM COJAEWCTBOBATH KAakoro-mmbo poja HecmpaBeaauBocTH. OHU Takke HE
JOJDKHBI MCIIONIb30BaTh OTHOCUTEIBHYIO HECIIOCOOHOCTh CTpPaH C MajbIMH pecypcamMu
WIH yS3BUMBIMHU TPYIIIaMU HAaceJEHUs, KOTOPble HE MOTYT 3alllUTUTh CBOU HHTEPECHI,
IUIE  TOrO, YTOOBI HEJOPOTO0 TMPOBECTH MCCIENOBAHUS M M30€XKaTh  CIIOKHBIX
PETYJSATOPHBIX CHCTEM B IPOMBILIUIEHHO DPa3BUTHIX CTpaHaxX C IEJbI0 MPOU3BOJCTBA
MIPOAYKTOB Il MPUOBUIBHBIX PHIHKOB TEX CTPaH.

In general, the research project should leave low-resource countries or
communities better off than previously or, at least, no worse off. It should be responsive
to their health needs and priorities in that any product developed is made reasonably
available to them, and as far as possible leave the population in a better position to obtain
effective health care and protect its own health.

BooOmie, Hay4HO-MccleoBarenbckas paboTa [IOJDKHA OCTaBUTh CTPaHBl WIIU
COOOIIECTBA C HU3KUMH pPEeCcypcaMy B JIy4YIlIEM COCTOSHHUH, YeM MPEkIe, MO KpahHei
Mepe, HEe B MaTepHalbHO TPOUTPHIIIHOM COCTOSHUH. OHO JOKHO OTBEYaTh MX
MOTPEOHOCTSIM 3JI0OPOBBSI M MPUOPUTETAM, MPH ITOM JFOOOW MOIYYCHHBIH MPOMYKT
JOJKeH OBbITh MM JIOCTYIIEH W OCTaBIIATh HACEJICHHE B HAWIy4dlleM COCTOSHHUH st
noctuxkeHust 3GPEeKTUBHOTO 3APABOOXPAHEHUS U 3AIIUTH COOCTBEHHOTO 3/I0POBBSI.

Justice requires also that the research be responsive to the health conditions or
needs of vulnerable subjects. The subjects selected should be the least vulnerable
necessary to accomplish the purposes of the research. Risk to vulnerable subjects is most
easily justified when it arises from interventions or procedures that hold out for them the
prospect of direct health-related benefit. Risk that does not hold out such prospect must
be justified by the anticipated benefit to the population of which the individual research
subject is representative.”

CropaBeuIMBOCTh TpeOyeT Takke, Y4TOOBI HCCIIEOBAHUE OTBEYAIO COCTOSHHUIO
3/IPAaBOOXPAHEHUS] WIH TMOTPEOHOCTSM YSI3BUMBIX CyOBeKTOB. OTOOpaHHBIE CYOBEKTHI
JOJDKHBI OBITh MHUHHMAJIBHO YS3BUMBL. PUCK JUISI YS3BUMBIX CYOBEKTOB JIETde BCETO
OMpaBJaTh, KOTJIa OH SBJSETCS PEe3yJbTaTOM HHTEPBEHIUH WIH TMPOLEAYp, KOTOPHIE
CKpBIBAIOT OT HHUX IEPCHEKTHBY INPSIMOW, CBSA3aHHOW CO 3J0pPOBBEM, BBIIOJBI. PucCK,
KOTOpBIi HE CKPBIBAET TAaKyl0 MEPCIEeKTHBY, AOJDKEH OBITH OINpaBAaH OXUAaeMOMN
BBITOZIOM JUUIsl HACEJICHUsS, JUIsl KOTOPOTO WHIWBHIYAIBHBIM CyOBEKT HCCIICIOBAHUS
SIBJISIETCS npeLLCTaBI/ITeJILCKI/IM.4”

Important Documents
Baxuble JIokyMeHTBI

* Council for International Organizations of Medical Sciences (CIOMS) International Ethical Guidelines for
Biomedical Research Involving Human Subjects. CIOMS, World Health Organization, 2002, available at:
http://www.cioms.ch/frame guidelines nov 2002.htm.
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The current CIOMS guidelines describe many of the key international documents
related to human subjects’ research.

Texyume pyxoBomsue npuHuunbel CIOMS onucpeiBaloT MHOTHE KIIIOUEBBIE
MEKIyHApOIHbIE JOKYMEHTHI, CBS3aHHBIE C HCCIEIOBAHUEM JIUI, NPHHUMAIOLINX
y4acTHe B UCCIICOBAHHH.

“The first international instrument on the ethics of medical research, the
Nuremberg Code, was promulgated in 1947 as a consequence of the trial of physicians
(the Doctors’ Trial) who had conducted atrocious experiments on unconsenting prisoners
and detainees during the second world war. The Code, designed to protect the integrity of
the research subject, set out conditions for the ethical conduct of research involving
human subjects, emphasizing their voluntary consent to research.

“IlepBblid MEXIYHAPOAHBI MHCTPYMEHT 3THKU MEIUIIMHCKOTO HCCIEIOBAHUS,
HiopuGeprekuit Koneke, Obi1 nmpoBosriamien B 1947 roxy kak mociencTBUE Cyna HaJ
Bpauamu ([leno Bpadeii), KOTOpbIE B X0/1€ BTOPOW MHUPOBOM BOMHBI MPOBOJIMIIN 3BEPCKHE
AKCIIEPUMEHTHI 0€3 coriacus 3aKIIOYCHHBIX M IUICHHBIX. B Kojekce, HampaBIeHHOM Ha
3alIUTY CYOBEKTOB MCCIIEIOBAHMS, W3JIOKEHbl YCIOBUS OSTUYHOIO IPOBEICHUS
UCCIIEIOBaHMS, B KOTOPOE BOBJICUEHBI YEIOBEUECKHE CYyOBEKTHI, U MOAUYEPKUBACTCS HX
JI00OpPOBOJIBLHOE COTJIacHE Ha UCCIIEIOBAHUE.

The Universal Declaration of Human Rights was adopted by the General
Assembly of the United Nations in 1948. To give the Declaration legal as well as moral
force, the General Assembly adopted in 1966 the International Covenant on Civil and
Political Rights. Article 7 of the Covenant states "No one shall be subjected to torture or
to cruel, inhuman or degrading treatment or punishment. In particular, no one shall be
subjected without his free consent to medical or scientific experimentation”. It is through
this statement that society expresses the fundamental human value that is held to govern
all research involving human subjects — the protection of the rights and welfare of all
human subjects of scientific experimentation.

BcemupHnas nexiapanusi 1Mo mpaBaM 4dejoBeka Obla mpuHsTa ['eHepanbHON
AccamOneert Opranuzanuu oO0beAMHEHHBIX Hanuid B 1948 romy. UrtoObl mpuaath
Jlexnapanuu IOpUINYECKYI0 W MOpalibHas cuity, B 1966 rony ['enepanbhas AccamOies
npuHsiia MeXIyHapoIHOE COTJalleHue M0 TPAKIAHCKUM U MOJUTHYECKUM IpaBaMm. B
cratbe 7 panHoro CornameHuss TOBOPUTHCS: "Hukmo He Oondcen noogepeamvpcs
MYYEHUAM UTU HCECHMOKOCMU, Hedelo8eyecKkomMy UNU 2YOUMmenbHOMY OMHOULeHUI0 Ul
Hakazauuro. B uacmuocmu HUKmMoO He 00JdceH Obimb NoosepeHym 6e3 000pOB0IbHO2O0
coznacusi MeOUYUHCKUM UMU HAYUHbIM  IKcnepumenmam". VIMEHHO dyepe3 3TO
yTBEpXKJIEHHE OOIIECTBO BBIpaXKaeT (YHIAMEHTAIBHYIO YeJIOBEYECKYI0 II€HHOCTb,
KOTOpas I0JKHA PYKOBOJUTH BCEMH HCCIEIOBAaHUSAMH, B KOTOPBIX MPUHUMAIOT y4acTUe
YeJoBeYecKre CyOBEeKTHI - 3alluTa MpaB U 0JarocoCTOSHHUS BCEX JIML, MPHUHUMAIOIINX
ydacTue B Hay4YHOM 3KCIIEpUMEHTE.

The Declaration of Helsinki, issued by the World Medical Association in 1964, is
the fundamental document in the field of ethics in biomedical research and has influenced
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the formulation of international, regional and national legislation and codes of conduct.
The Declaration, amended several times, most recently in 2000 (Appendix 2), is a
comprehensive international statement of the ethics of research involving human
subjects. It sets out ethical guidelines for physicians engaged in both clinical and
nonclinical biomedical research.

XeNbCUHKCKAs JeKiapaius, u3ganHas BceMupHoO METUIIMHCKOM acconualuen B
1964 rony, sBmsercs (yHZAMEHTaIbHBIM JOKYMEHTOM B  OOJAacTH  ITUKHU
OMOMEIUIIMHCKUX uccaeaoBanuii. OHa moBnusiia Ha GOPMHUPOBAHUE MEXKTYHAPOIHOTO,
PETHOHAJIBHOTO M HAIMOHAJIBHOTO 3aKOHOAATENbCTBA M  KOAEKCOB IOBEACHHUS.
Jlexnapariusi, KOTOpYIO MepecMaTpuBain HECKOJIbKO pa3 (mocienssst Bepcus - 2000 T.
(ITpunoxenue 2), - BCECTOPOHHEE MEXIYHAPOIHOE TOJOKEHUE MO ITUKHU MPOBEICHUS
WCCIE0OBaHUM, B KOTOPBIX NPUHHMAIOT YydYacTHE YeJIOBEUeCKHe CyOBeKThl. B Heit
M3IIOKEHBI ATHUYECKHE PYKOBOJSIIME MPHUHIMUIBI ISl Bpadyei, y4acTBYIONIMX, KakK B
KIIMHUYECKHX, TaK U B HEKIIMHUYECKUX OMOMETUIIMHCKUX HCCIIE0BAHUSX.

Since the publication of the CIOMS 1993 Guidelines, several international
organizations have issued ethical guidance on clinical trials. This has included, from the
World Health Organization, in 1995, Guidelines for Good Clinical Practice for Trials on
Pharmaceutical Products; and from the International Conference on Harmonisation of
Technical Requirements for Registration of Pharmaceuticals for Human Use (ICH), in
1996, Guideline on Good Clinical Practice, designed to ensure that data generated from
clinical trials are mutually acceptable to regulatory authorities in the European Union,
Japan and the United States of America. The Joint United Nations Programme on
HIV/AIDS published in 2000 the UNAIDS Guidance Document Ethical Considerations
in HIV Preventive Vaccine Research.

Co Bpemenu nyOnukammu PykoBomsmux mnpuniuna CIOMS 1993 rona,
HECKOJIbKO MEXKJyHApOJHBIX OpraHu3aluil H3Jand >TUYECKHE pPYKOBOJCTBO JJIs
KIMHUYeCKuX ucnbiTaHui. Cpean HHUX - Pykogoodswue npunHyunvl 051 Xopouiet
KAUHUYEeCKOU NPAKmMuKu 018 UCHbIMAaHull gapmayesmuyeckux npooykmoe MupoBoi
Opranuzanuu 3apaBooxpanenus 1995 roga; u Pykosodcmeo no xopoweu xnunuueckoti
npaxmuxe, pazpabotranHoe B 1996 Ha mexxayHapoaHoit Kondepenuuu no rapmoHu3anuu
TEXHUYECKUX TpeOOBaHUI K perucTpanuu GapMareBTHYSCKUX IPErapaToB s
yenoseueckoro npumeneHus (ICH), menpio KoToporo sBisieTcs rapaHTHs TOTO, 4TO
JaHHbIE, TIOJYYCHHbIE B XOJA€ KIMHWYECKHX HCIBITAHUA  B3aHMMOIPUEMIIEMBI
perynupyromum BiacTsM EBpomnelickoro coro3a, fAnonun u Coenunensbix IlTatax
Awmepuku. O6wenunennas nporpamma mo BUY/CIINJ] Opranusanuu 00BEIMHEHHBIX
Haruit m3gana B 2000 r. Jdokyment UNAIDS Omuka uccreoosanus eaxyunvl 0
npogunraxmuxu BUY.

In 2001 the Council of Ministers of the European Union adopted a Directive on
clinical trials, which will be binding in law in the countries of the Union from 2004. The
Council of Europe, with more than 40 member States, is developing a Protocol on
Biomedical Research, which will be an additional protocol to the Council’s 1997
Convention on Human Rights and Biomedicine.

B 2001 Coser Munuctpos EBpomneiickoro coro3a npussul J{upekTuBy 1o
KIIMHUYECKUM HCTIBITaHusIM, KoTopast ¢ 2004 roma ctaHeT 00s3aTeIbHON B 3aKOHAX CTPaH
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EC. Coget EBpomnpbl, B koTOpBIH BXOAUT Ooiiee 40 rocymapcts, pazpadateiBaet [IpoTokon
10 OMOMEIMIIMHCKUM HCCIIEIOBAaHUSIM, KOTOPBII CTaHET JOMOJHUTEIBHBIM MPOTOKOIOM
Cornamenue Cosera 1997 roaa mo npaBam 4enoBeka U OMOMeIUIIMHE.

Not specifically concerned with biomedical research involving human subjects
but clearly pertinent, as noted above, are international human rights instruments. These
are mainly the Universal Declaration of Human Rights, which, particularly in its science
provisions, was highly influenced by the Nuremberg Code; the International Covenant on
Civil and Political Rights; and the International Covenant on Economic, Social and
Cultural Rights. Since the Nuremberg experience, human rights law has expanded to
include the protection of women (Convention on the Elimination of All Forms of
Discrimination Against Women) and children (Convention on the Rights of the Child).
These and other such international instruments endorse in terms of human rights the
general ethical principles that underlie the CIOMS International Ethical Guidelines.”’

Kak oTrmeueHo BbllIe, MEXyHapOIHbIE HHCTPYMEHTHI B 00JIaCTH MpaB 4eJIO0BeKa,
HE 3aTParuBaioT, HO SBHO MMEIOT OTHOLICHHWE K OMOMEIUIIMHCKHM HCCIEIOBAaHUSIM, B
KOTOPBIX MPHHUMAIOT YYacTHE YeJOBEYECKHE CYOBEKThl. DJTO TJaBHBIM 00pazoMm:
Bcemupnas [lexmapamust 1mo mpaBaM d4eloBeKa, Ha KOTOPYIO, B OCOOCHHOCTH Ha
MOJIOKEHMS, Kacalollhecs HayKH, OKaszajl cyllecTBeHHoe BiusHue HropHOeprckuit
Konekc; MexmyHaponHOe COTIAIIEHHE IO TPAXIAHCKUM W TMOJIHTHYECKHM IIpaBaMm;
MexayHapoaHOE COTJIallleHHe 10 3KOHOMHMYECKHM, COIMAJIbHBIM M KYJbTYPHBIM
npaBam. [locne HriopuOeprckoro ormeiTa, 3aKOHOAATENBCTBO IO TIpaBaM dYeJOBEKa
PacCIIMPUIIOCH, JUIS TOTO YTOOBI BKJIFOYUTD 3alIUTY >KeHIIUH (KoHBEHIMS 1O ycTpaHEeHUI0
Bcex (GopM NMCKPUMHUHAIIMU KeHIIWH) 1 aeter (KoHBeHIus mo mpaBam nereit). OTu u
JIpyTue TMOoA0OHbIE MEXIYyHAapOIHbIE MHCTPYMEHTHI MOATBEPKIAIOT B TEPMUHAX IpaB
YeJoBeKa OOIIME 3TUYECKHE NPHHIUIBI, KOTOPHIE JISKAaT B OCHOBE MeEKTyHApOIHBIX
sTHueckux npuHIunos CIOMS.”

In addition to these international instruments, the United States has produced key
documents of international import. The first, The Belmont Report, was published April
18, 1979, by the National Commission for the Protection of Human Subjects of
Biomedical and Behavioral Research, reporting to the Secretary of Health, Education and
Welfare. The Belmont Report is a statement of “basic ethical principles and guidelines
that should assist in resolving the ethical problems that surround the conduct of research
with human subjects.”® Although not itself binding, and originally only a statement of
departmental policy, the Belmont Report also provided the guiding principles for the
development of the federal regulations that govern research in the US, referred to as the
Common Rule.”’

B nomnonHeHne K 3TUM MeXAyHapoJIHbIM MHCTpyMeHTaM, CoenuHeHHble 1lITaThi
pa3paboTany KIIIOYEBbIE JTOKYMEHTBHl MEXIyHapoaHoro 3HaudeHus. Ileperi, Otuer

> Council for International Organizations of Medical Sciences (CIOMS) International Ethical Guidelines for
Biomedical Research Involving Human Subjects. CIOMS, World Health Organization, 2002, available at:
http://www.cioms.ch/frame_guidelines nov_2002.htm.

® The National Commission for the Protection of Human Subjects of Biomedical and Behavioral Research. The
Belmont Report. April 18, 1979. Available at: http://ohsr.od.nih.gov/guidelines/belmont.html.

745 CFR 46, and 21 CFR (governing the Food and Drug Administration’s activities).
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benmonta, Obi1 u3nan 18 ampens 1979 r., HanmoHansHOW KOMECCHEW MO 3aIlUTE JIUIL,
NPUHUMAIOIIMX Y4YacTHEe B HCCIEAOBAHUM OUMOMETUIIMHCKUX M  TOBEJECHUYECKHUX
uccienoBanuii, oruer CekpeTapro 3ApaBOOXPAaHEHHUsS, 00OPa30BaHHUS U OJIATOCOCTOSHUS.
Otuer benMonTa — mpeacTaBisieT CcOOOH yTBEPKICHHE «OCHOBHBIX 3THYECKHX
MIPUHIIMIIOB U PYKOBOJCTB, KOTOPBIE JOJDKHBI IOMOYb B PEIICHUU dTHYECKHX MPOOIIeM,
BO3HUKAIOIIMX MpPH TNPOBEIACHUM HCCIEAOBAHUA C Y4YacTHEM JIMIl, NPUHUMAIOIINX
ydJacThe B HMCCIEIOBaHUU.» XOTS OH caM IO ce0e He HAKJIQJbIBAeT 0053aTelbhCTBa, W
M3HAYaJIbHO OBUI TOJBKO TOCTAHOBJICHHEM BEIOMCTBEHHOM MOJIUTUKH, B OTuere
benMoHTa Takke comepkKalucCh MPUHIMMBI pa3paboTku (eaepanbHbIX WHCTPYKIIUHU,
KOTOPBIMHU CIIETyE€T PYKOBOJICTBOBATHCS TMpU TMpoBeleHuH wucciaenoBannii B CIIA,
KOTOpBIE Ha3bIBalOT OOIKUM PYKOBOACTBOM

The Common Rule and institutional policies designed to comply with US federal
regulations have direct impact only on U.S. researchers and institutions. However, they
also have an enormous impact on research conducted around the world by U.S.
researchers or funded by U.S. institutions since they require such research to adhere to
U.S. standards for review and approval, in addition to, local and international
requirements.

OO1miee pyKOBOJCTBO W HMHCTUTYIHMOHATbHAS TOJUTHKA, pa3paboTaHHAs IS
BBITIOJTHEHHUSI ~ aMEPUKAHCKUX  (elepalibHbIX  MHCTPYKIMM, 00lagaloT  IpsIMbIM
BO3/CHUCTBUEM TOJBKO Ha aMEpUKAHCKUX HCCIefoBaTeNeil u yupexaenus. OqHako, OHU
TaK)kK€ MMEIOT OTPOMHOE BO3/EHCTBHE Ha MCCIENOBaHMs, IPOBOAUMEBIE B JII000H TOUKe
MHUpa AaMEpPHKaHCKHMMM HCCIEeNOBATEISIMH WM (PUHAHCHPYyEMble aMEpUKaHCKUMHU
YUpEXKJACHUAMU, TaK Kak OHM TpeOyIoT, 4TOObI TaKoe HCCIIEJOBAHHE MPOBOIMIOCH C
COOJIIOJICHNEM aMEpPHKAHCKUX CTaHIApTOB IEPECMOTpa U NPHUHATHUS, 8 OOHOJIHEHUe K,
MECTHBIM U MEXTyHapOJHBIM TPEOOBAHUSM.

See documents and web sources at the end of these training materials.
CMm. ccoliku Ha OOKYMeHmbl U 6eb pecypcbl 8 KOHYe MPEeHUHS08bIX MAMePUudios.

The Basic Requirements of Ethical Review
OcHoBHBIC TPEOOBAaHHUS K ITHYECKOH IKCIIePTH3E

General Requirements
Obwue Tpebosanus

As a general rule all research involving human subjects should conform to the
international standards for research described in CIOMS and Helsinki, as well as
respecting human rights, and complying with relevant local (national) law regarding the
rights of research subjects and the responsibilities of investigators.

Kak mpaBuiio Bce uccnenoBaHusi, ¢ y4yacTUeM JIOJEH JOKHBI COOTBETCTBOBATH
MEXIyHApOIHBIM CTaHIApTaM TMPOBEACHUsl HccienoBanuid, onucanubiM B CIOMS u
XenbCUHKHM, a TakXKe yBakaTh IMpaBa 4YEJIOBEKA M COOTBETCTBOBATH PEIIEBAHTHOMY
MECTHOMY (HAIIMOHAJIBHOMY) 3aKOHOJATEIhCTBY B OO0JIACTH TpaB CyOBEKTOB
UCCIIEIOBaHMS M 00s13aHHOCTEN UCCleqoBaTeNei.
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The primary responsibility for ensuring research is ethical and conforms to local,
national and international standards rests with the investigators. It is the responsibility of
the investigator to ensure that all persons involved in the project have a sufficient
understanding of ethical issues in research to protect the rights of subjects during the
project. First, investigators and staff must familiarizing themselves with the basic
documents governing research and understand the steps necessary to protect subjects in
their particular protocol. Additionally, a local board or committee whose mandate is to
provide ethical review of new and ongoing protocols involving human subjects can assist
investigators to identify ethical issues and solutions through the process of local review
of their research plan. Local review may result in dialog between investigators and the
committee to identify potential ethical issues, reduce research risks, protect subjects’
confidentiality and physical well-being, and provide adequate procedures to meet
requirements. In the U.S., such committees are usually called an Institutional Review
Board(s) (IRB).

OcHOBHasi OTBETCTBEHHOCTh 3a TapaHTHIO TOTO, YTO HCCIICAOBAHHE SBISCTCS
TUYHBIM COOTBETCTBYET MECTHBIM, HAIlMOHAJIBHBIM W MEXIYHApOJHBIM CTaHIapTam
JSKUT Ha HcciienoBarenix. MceceiaenoBarenb HECET OTBETCTBEHHOCTh 3a TapaHTHUIO TOTO,
4YTO BCE JIIOAM, BOBJEYEHHBIE B IPOEKT, OONAJAIOT JOCTATOYHBIM I[TOHMMAaHUEM
ATHYECKUX MPOOJIEM UCCIIEAOBAHUs, YTOOBI 3aIIUTHTD MIPaBa CyObEKTOB B XOJ€ MPOEKTA.
IIpexne Bcero, uccienoBaTesd M IUTAT JOJKHBI CaMM O3HAKOMUTBHCS C OCHOBHBIMHU
JOKYMEHTaMH, KOTOPBIE PErIaMEHTHPYIOT MPOBEACHUE WCCIICAOBAHUS W IMOHSTH ILATH,
HEOO0XOUMBIE AJIS 3aIUUThl CyOBEKTOB. [0MOIHUTEIBHO, MECTHBIN COBET MM KOMMTET,
MaH/aT KOTOPOrO COCTOMT B MPOBEACHUE STHUYECKOW SKCIEPTU3bI HOBBIX M TEKYIIHMX
IIPOTOKOJIOB C YYacCTHEM JIML, IPUHUMAIOIIUX Y4acTHE B UCCIEAOBAaHHM, MOTYT IIOMOYb
UCCIIeIOBATENSAM UACHTU(PHUIIMPOBATE ITHUECKUE MPOOIEMbl U PELICHUsT Yepe3 MPOLEecC
MECTHOTO aHaJnM3a MX IUIaHa IPOBEAEHUS HCCIeNOBaHUS. MECTHBIH aHaau3 MOXET
3aKOHYUTHCS JHMAJIOTOM MEXAy HCCIIEOBAaTEe/IIMU U KOMHUTETOM, HAIlpaBJIEHHBIM Ha
OTIpeNieIeHue  TOTEHIMAIBHBIX  ATHUYECKUX  MPOOJIeM, CHIDKCHHE PHCKOB  OT
UCCIIEIOBAHMSI, 3AIIUTY KOH(PHUIECHIMAIBLHOCTH CYOBEKTOB M (PU3NYECKOTO 3/10pOBbS, U
MPEOCTaBIIEHUE aJIeKBAaTHBIX Tpouenyp BeimonHeHHs TpeOoBanuii. B CILA Takue
KOMHTETHI OOBIYHO Ha3bIBatOT — buostnueckuit komuteTom (BOK).

Research involving U.S. institutions
Hccnedosanue ¢ yuacmuem amepukanckux yupesrcoeHull

For research funded by the United States government or involving U.S.
institutions the specific requirements that must be met through ethical review include:

st uccnenoBanus, puUHAHCHPYeMOro mpaBUTensCcTBOM CoenuHeHHBIX [llTatoB
WIK B KOTOPOM MPUHUMAIOT yYacTHE aMEpPUKAHCKHE YUYPEKICHHUs, B TpeOOBaHUS,
KOTOPBIC JTOJKHBI COOTBETCTBOBATH ATHUECKOHN IKCIIEPTH3E, BKIIOYAIOT:

e obtaining prior ethical review and approval by an IRB within the US;

e minimizing research risks in relation to possible benefits;

e ensuring that the informed consent process and documentation is sufficient
for fully informed and voluntary consent by research subjects or their
legally authorized representatives;
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e informing subjects of their rights as research subjects to withdraw from
the study at any time;

e selecting subjects fairly;

e protecting confidential or identifying information about subjects;

e cstablishing safety monitoring, where appropriate;

e protecting vulnerable populations;

e re-reviewing the study at least once a year to monitor compliance with
ethical rules and identify unanticipated risks.

® TPOXOXKICHHE IPEIBAPUTEIBHON STUYECKOW SKCIEPTU3BI M OJO0OpEHHS
ouostnueckoro komutera B CIIIA;
UCClieIoBaHKE, CBOJAIIEE BO3MOXKHBIE PUCKH 0 MUHUMYMa;

® TapaHTHs TOTO, YTO MPOIECC HHPOPMHUPOBAHHOTO COTIACUS U UMEIOLIAsICS
JOKYMEHTAIUsl JIOCTaTOYHBI ISl TIOJMHOCTBIO HMH(MOPMHUPOBAHHOTO H
JIOOPOBOJIBHOTO corjacus CyObEKTOB MCCIIEIOBAHUS WIN MX JIOBEPEHHBIX
MpEICTaBUTENIEH;

e uyH(bOpMHUPOBaHHE CYyOBEKTOB 00 UX MpaBax Kak CyOBbEKTOB MCCIICIOBAHUS
OTKa3aThCs OT Y4acTUs B UCCIIEJOBAHUU B JII0O0E BpeMs;

®  CIpaBeUIUBBINA OTOOP CYyOBEKTOB;

e 3ammTa KOHQUACHIMATFHOW WH(pOpMANMKA WIH HHOOPMAIMH, KOTOpas
MO3BOJISIET YCTAHOBUTH JINYHOCTH CyOBEKTa;

e [IpPOBEJCHUE MOHUTOPUHIA OE30MIaCHOCTH, T'JI€ 3TO YMECTHO;
3aIUTa YA3BUMBIX TPYIIN HACEICHHUS,

e [IOBTOpHAsi JKCIIEPTHU3a HCCIEAOBAaHMs, MO KpailHell Mepe pa3 B Trof,
HaNpaBJICHHAs HAa KOHTPOJIb COOTBETCTBHS AITHYECKHUM NpPAaBUIAMU H
OIpeJieJIeHUe HEeNPEBUICHHBIX PHCKOB.

Additionally, for research occurring outside the U.S., the study must also be
reviewed by a local ethics committee or board (IRB) or the U.S. IRB must be advised by
someone who is aware of ethical issues in the site where the research will occur.

JIOTIOJIHUTENIBHO, MU HCCIeNOBaHUs, mpoBoaumMoro 3a mpenenamu CIIIA,
UCCIIeIOBaHUE TaKXkKe JOJDKHO OBITh PACCMOTPEHO MECTHBIM OHMOITHYECKHMM KOMHUTETOM
wi  OmodTmueckuii komurer CIIIA 1D0omKEH ©IOCOBETOBATH KOrO-TO, KTO, KTO
pa3zbupaercs B ’THUECKUX MpobdIeMax B MeCTE MPOBEACHHS UCCIIETOBAHUSI.

The complex structure of institutions and documents that govern human subject
research involving U.S. and foreign institutions is displayed in the following diagram.
For the purposes of the RPAR it is important to know that:

CrnoxHast CTPYKTypa YYPEXKICHUH WM JOKYMEHTAIMH, KOTOPBIE KOHTPOJIHPYET
UCCIIEIOBAaHUS C Yy4YyacTHEM JIIOJed BKIIOYAeT aMEpPUKAaHCKUE U HWHOCTPaHHbBIC
YUpEKIeHHUs, TTIOKa3aHa Ha cienytomei quarpamme. s neneit DOHP Bakno 3HaTh, uTO:

e U.S. regulations cover even policy research relying mainly on interview data;

e The project must be reviewed both in the U.S. and by a committee or board that
has knowledge of the local research environment (usually an in-country research
ethics committee registered with the NIH);
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e That the research must comply with both the international documents discussed
above and the U.S. federal regulations; and
e For policy research, meeting these requirements should be easily achievable.

e AMEpHUKAaHCKHE IIOJOKEHUS OXBAaThIBAIOT JaX€ MCCIIEJOBAaHUE MOJUTHUKH,
ONUPAIOLINXCS TJIABHBIM 00pa30M Ha JIaHHbIE UHTEPBBIO;

e Jlpoekt momwken OwbiTh paccMoTpeH W B CIIA M KOMHTETOM WM COBETOM,
KOTOpble 00J1a1al0T 3HAHUEM MECTHOM OOCTaHOBKHM, B KOTOPOH MPOBOAMTCS
uccienoBaHue (OOBIYHO KOMHUTET IO BOIIPOCAaM STHKU HCCIEIOBaHUM BHYTPHU
CTpaHbl, 3aperUCTPUpPOBAHHBIA B pamkax HanumoHanbHOrO  MHCTUTYTa
3/paBOOXpPAHEHMUS);

e Yro MccrenoBaHHE IOJKHO COOTBETCTBOBATh U MEXKIYHApPOJHBIM JOKYMEHTaM,
KOTOpbIe 00CY>XKIaJIMCh BBIIIE U AMEPUKAHCKUM (hefiepaibHbIM HHCTPYKLIUSAM; U

e Jlns wmccrnemoBaHMs TIOJIWTUKH, BBIMOJHEHHE 3THUX TPEOOBAHWH HOIDKHO OBITH
JIETKO TOCTUKHUMBIM.

Regulation of US-Based Research

US Government

US Congress
Dept. Health & Human Serv (makes laws) State Governments

(DHHS) Legislature & Health Dept

(16 other agencies
National Inst's Health covered)
(NIH) Laws on: Privacy,

ederal Regulation Health Dept powers,

Office of Human Civil rights, & Torts

Research Protections
(OHRP)

Academic and Research

International Institutions

Res. Codes

IRBs in other countries
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PerynuposaHue
koopanHupyemoro CLUA nccnepgosaHus

MpaButenbcTBo GLUA

[len-T criyx6 38paBooXp-5 1 KoHrpecc CLUA loc. MNpaBuTenscTBa
(Bblpab.3aKoHbI 3akoHogaT.BnacTb

cchepbl ycnyr(ﬂC?’Y) 1 [len-T apasooxp.

(16 apyrux
Hau. UHcTtuTyT 3npaBooxp. YupexaeHun)

(HVI3) \ 4 BakoHbI No: HEMNPUKOCH.XKNU3HW|
ONTHOMOM. Llen-Ta 34PpaBOo0X|
> |®egepanbHble A & A

» [mocTaHoBnEHUs PEKAAHCKIM NpaBam,
Oduc 3awmThl UCTA3AHUAM

nogen, NpuH. yy. B
uccn. (O31n) '

\ alll AKaneMMHeCKI/Ie 1 Uccr.
IMesxayHap. - , yypexaeHus
Wcenea. Mpas °

-----» { iccnegoBatenu MpaBuna n

npoueaypbl
B3K B gpyrux ctpaHax ucecrnegosaHus

Informed Consent
Hngpopmuposannoe coenacue na yuacmue 6 uccie008anuu

Researchers and staff should be aware of the basic requirements of informed
consent wherever they are responsible for recruiting subjects and / or obtaining informed
consent from subjects, documenting informed consent, designing research protocols, or
storing research data and informed consent documentation.

HccnenoBaTenu W mepcoHal JOJDKHBI 3HaTh OO0 OCHOBHBIX TpPeOOBaHHIX
WH()OPMUPOBAHHOTO COTJACHUs, T.K. OHHM OTBETCTBEHHBI 3a HAOOp CyOBEKTOB W/WIHN
NoJydyeHHe  HMH()OPMUPOBAHHOTO  cOrJlacusi OT  CYOBEKTOB, JOKYMEHTAJIbHOE
(bukcupoBaHre WHOOPMUPOBAHHOTO COTJIACHS, Pa3pabOTKy MPOTOKOJIOB MCCIICIOBAHUS,
WIA XpaHEHWE JIaHHBIX  HUCCIEAOBAaHMS W JIOKYMEHTOB,  IOJTBEPIKIAIOIIMX
MH(OPMUPOBAHHOE COTJIACKE HA YYacCTHE B UCCIIEI0BAaHUU.

Informed consent is a process, not a form. Although, federal regulations and
most projects require that research subjects sign and complete very specific informed
consent forms and that investigators maintain records of such forms, subjects actually
give fully informed and voluntary consent, only as part of a process. The informed
consent process includes 1) disclosure of information about the project by someone
involved in the project, or by documents prepared for this purpose; 2) discussion of the
purpose, procedures, and other aspects of the project by the potential subject and the
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project representative including enough time for the subject to ask any questions she has;
and 3) deliberation of the risks and benefits of the project by the potential subject. If, after
weighing all these, the subject chooses to enroll, then she or he signs the consent form, a
copy is given to the subject and another stored in the research records.

Hugpopmuposannoe coznacue na ywacmue 6 uccie008aHuu - IMo RPOUecc, a He
¢opma. Xots, dbenepanbHble UHCTPYKIIUUA U OOJBITUHCTBO MPOEKTOB TPEOYIOT, YTOOBI
CyOBEKTbl HCCIEeIOBaHMUA IOANUCAINA W 3alOJIHWINA BIIOJHE OIpeleieHHbIe (HOPMBI
MH()OPMUPOBAHHOTO COTJIACHS W YTOOBI MCCIEIOBATEIM XPAHWIMA 3alMCH TaKuX (Hopwm,
CyOBEKTbI (PaKTHUECKHU JAI0T MOJIHOCTHIO HH(OPMHUPOBAHHOE U T0OPOBOJILHOE COTJIacue,
TOJIBKO Kak dYacThb mporecca. [Ipoyecc ungopmuposannozo coznacus BkiIodaer 1)
packpeiTie HMH(POPMAMM O TPOEKTe KEM-TO BOBJICUYEHHBIM B TIPOCKT, WIH B
COOTBETCTBHMHM C TOATOTOBJIEHHBIMU [UIsl 3TOrO JOKYMEHTaMmu,; 2) oOcyXIeHue
NPEJCTaBUTENIEM IMPOEKTa C MOTEHIHATbHBIMU CYOBEKTaMHU LIEIH, MPOLEAYD, U IPYTHX
aCTeKTOB MPOEKTa, BKJIKOYasl TOCTATOYHOE KOJIMYECTBO BpEMEHHU AJisi cyObeKTa Ha To,
9TOOBI OH MOT 33/1aTh JIFOOBIE UMEIOIINECS BONIPOCHL; U 3) B3BEIIMBAHUE MOTEHIMAIHHBIM
CyOBEKTOM PHCKOB M BBHIFOJA OT mpoekrta. Ecim, mocie B3BEHIMBAHHS BCETO ATOrO,
CyOBEKT XOYeT MPUHATh y4yacThe, OHa WM OH MOAMHUCHIBAIOT (HOpMY cOTrjiacus, OJUH
SK3EMIUIP KOTOpPOMl ocTaercss y cyObeKTa M JPYyroil XpaHWUTCS B HCCIENOBATEIbCKHUX
JTOKYMEHTaX.

In order for informed consent to be possible, the subject must meet at least two
pre-conditions — that the subject have the capacity to make an informed decision and that
the decision be made free of coercion. Additionally, the researcher must provide
sufficient information to the subject to make an informed choice. First, in order to have
the capacity to make a decision, the potential subject must be capable of understanding
the risks and benefits of the study, deliberating the balance of risks and benefits in the
context of his or her own life, and communicating a choice clearly to the investigator or
staff. Thus, adults are assumed to be able to give consent unless there is evidence that
they are unable to understand, deliberate or communicate. Children, however, are
assumed not capable of consent, and permission to enter research is usually necessary
from their parent or legal guardian. Adults with mental disabilities, dementia, mental
illness, or those unconscious or heavily medicated, may or may not be able to give
consent and must be evaluated on a case-by-case basis. The second precondition is that
the subject must make the decision whether or not to participate freely, voluntarily and
without coercion.

st Toro, 4To0bl MHOOPMUPOBAHHOE COTJIACHE Ha yYacTHE B HWCCIECIOBaHHH,
CTaJI0O BO3MOKHBIM, CyOBEKT JOJDKEH YJIOBJICTBOPUTH MUHUMYM JIBa HpEABAPUTEIbHBIX
YCIIOBHSI - 9TO CyOBEKT crocoOeH aaTh MHPOPMHUPOBAHHOE COTJIACHE M YTO PEUICHHE
npuHuMaercs 0e3 mpuHykaeHus. Kpome Toro, uccienoBareib JOJKEH MPEIOCTaBUThH
CyOBEKTy JOCTaTOYHBIA 00BeM HH(pOpMAIUK sl TOrO, YTOOBI OH MOT CJeNaTh
nHpopMHUpoBaHHBIN BbIOOp. [Ipekae Bcero, yToObl ObITH B COCTOSSHUM NMPUHATH PELICHUE,
MOTEHIMATBHBIN CYyOBEKT JOJDKEH OBITh CHOCOOEH nOHAMbs PUCKA W BBITOABI OT
UCCIIEIOBAHMSI, 836eCumb PUCKU U BBITO/IbI B KOHTEKCTE CBOEHl COOCTBEHHOW JKU3HU, U
9EeTKO CooOwums PEUIeHNuE HCCIEeNOBATEII0 WIM COTPYAHUKY HCCIEIOBaHHS. Takum
o0pa3omM, B3pociible CIOCOOHBI JaTh COIJIacHe, €CIU HET CBHJETENbCTB TOTO, YTO OHM
HECTIOCOOHBI TIOHATH, B3BECUTH HII COOOIINTH CBOE pemieHue. [leTr, oiHaKo, CYMTAIOTCS
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HE CIOCOOHBIMHU JaTh COTJIACHe, W pa3pellleHHe Ha y4JacTHE B HCCIEAOBAHUU OOBITHO
HEeoOXOUMO TMOJIydaTh OT MX POAMTENCH WM IOPUAMYECKHUX ONEKyHOB. B3pocibie ¢
YMCTBEHHBIMH PACCTPONUCTBAMH, cIabOymMueM, TCUXUYECKUMHU 3a00JCBaHUSIMH, WIH
HaxoJsIuecs B 6€CCO3HATEIbHOM COCTOSIHUU WJIM TIOJ BIUSHUEM JIEKapCTB, MOTYT OBITh
HE B COCTOSHUM JIaTh COTJIACHE W 3/1eCh HE0OXOIUM WHAMBHIYaIbHBIN moaxoa. Bropoe
MpeIBAPUTENILHOE YCIOBHE 3aKIIOYACTCSI B TOM, YTO CYOBEKT JOJDKEH JeNlaTh pellleHue
OTHOCHUTENFHO TOTO, Y4aCTBOBATh WJIH HET CBOOOIHO, TOOPOBOIBHO U 0€3 MPUHYKICHUS.

If both these pre-conditions are present, then the subject must be fully informed.
This means that they have been presented the following information and have had an
opportunity to ask questions and receive answers to those questions. Informed consent
should include:

Ecnu 06a »Tu mpeaBapuTenbHBIE YCIOBUS MPHUCYTCTBYIOT, CYOBEKT MOTHOCTHIO
nH(pOpMUpOBaH. ITO O3HAYAET, YTO €My ObLIA MPECTaBICHA CIIeayomas HHPOpMAIHs 1
y Hero Obula BO3MOXKHOCTh 3aJaTh BOINPOCHl W IOJYYUTh HAa HHUX OTBETHI
WNudopmupoBaHHOe coriacue Ha y4acTHe B UCCIIEI0BAaHUU J0JKHO BKJIIOYATh:

e the purpose of the study;

e reasonably foreseeable risk and discomforts to the subject;

e potential benefits to subjects;

e how risks will be minimized including protection of confidential
information;

e possible alternative (non-research) procedures or treatments;

e participation is voluntary;

e subject may withdraw at any time;

e if'the study poses greater than minimal risk, the subject should receive any
information about potential compensation for harm or medical treatment;

e who to contact with questions about the research and their rights as

subjects.

LIeJIb UCCIIEI0BaHMS;

JOCTaTOYHO MPEIBUAUMBIN PUCK U AUCKOMGOPT U1l CyOBEKTa;

MOTEHINATIBHBIE BBITOABI ISl CyOBEKTa;

Kak OyayT MUHMMHU3HPOBAHBI PHCKH, BKJIIOYasI 3aLIUTY

KoH(UICHIMATEHON HHpOpMaIuH;

® BO3MOXHBIC AIBTEPHATHBHBIC (HE HCCIEIOBATEILCKUAE) TPOIETYPhl WIH
crocoObl 00OpaIIeHus;

® yyacTHe SBJISETCS JOOPOBOJIBHBIM;

e CyOBEKT MOJKET OTKa3aThCsl B JTI000E BpeMs;

® CCIIM MCCIEOBAHUE IMPEANOaraeT pUCK BBIIIE MHHUMAIBHOTO, CyOBEKT
JIOJDKEH TIOJYYUTh BCIO WH(POPMAIIHIO O MOTEHIIMATFHONW KOMIICHCALIUH 32
BpeJl W JICYECHUE;

® K KoMy OOpaTuUThCS MO BOIPOCAMM HCCIIEAOBAHMS M CBOMX IpaBax Kak
CcyOBbeKTax Uccie0BaHus.
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Documentation of informed consent is usually required, by a form that lists all the
above information at a level of language understandable to the potential subjects, and is
signed by the subject. Some institutions require a witness’s signature or the signature of
the person obtaining the consent.

JlokyMeHTBI, Kacaromuecsi HHGOPMUPOBAHHOTO COTJIACUSI OOBIYHO TPEOYIOTCS B
dopme, KOTOpasi COAECPKUT BCIO YKa3aHHYIO BbIIIE MH()OpMANUIO Ha S3bIKE, MOHATHOM
MOTEHIMATIBLHBIM CYyObEKTaM, ¢ MOANHChI0 cyObekTa. HekoTopeie yupexxaeHus TpedyoT
HOJIYCH CBUCTENS WM HOANUCH YeJI0BEKa, MOTYYaIOIIero Coraacue.

See the informed consent forms in the Tools section of this Module (V) for examples
of forms that meet these requirements.

IIpumepsl popm, KOTOpPbIE OTBEYAKT 3TUM TpeOOBaHUAM B pa3aejie MHCTpyMeHTHI
nanHoro MoayJus (V)

Protecting subject’s confidentiality
3amuTa KOHQUACHINATBHOCTH Cy0beKTa

In many research projects, including those involving mainly interviews or
surveys, the only risk to subjects is that confidential or sensitive information about them
will be improperly disclosed. In all studies researchers have an obligation to protect
subject identities and information. Common measures to protect information include:

Bo MHOrMX Hay4HBIX MCCIIEOBAaHMAX, BKIIOYas Te, KOTOpPHIC TJIaBHBIM 00pa3om
UCTOJIBb3YIOT UHTEPBBIO MM ONPOCHI, €AMHCTBEHHBIN PUCK JUIsl CyOBEKTOB 3aKIIIOYAETCs
B TOM, YTO KOH(PHUACHIIMAIbHAS WJIM CEHCUTHUBHAsI MHPOPMAIIHUsI 0 HUX OyJIeT omubovYHa
pasrnameHa. Bo Bcex uccnenoBarensix — MCCieNOBaTeNd  00sA3aHbI  3aAIMIIATH
nH(popMaIKIo 0 CyObEKTe U ero JIMIHOCTh. Cpeiu 00X Mep 3amuThl HHGOpMAIUH:

e conducting interviews in private or in settings where the information disclosed
cannot be overheard by other persons;

e keeping the identities of all research subjects confidential, even the fact that an
individual is a research subject should be protected;

e identifying research data by code rather than name;

e not using names or other identifiable information in any published or circulated
summary of the data or discussion of the results;

e storing research data, including informed consent forms in locked rooms or file
cabinets, or on pass-word protected computers, to limit outsider’s access to
information;

e cducating staff not to share interesting anecdotes from the research outside of the
research setting.

® [IPOBEJECHUE MHTEPBBIO HACIUHE WIN B MECTAX, I'/le cOO0IIaeMy0 HHPOPMALIHIO
HE MOTYT MOJCIYIIATh APYTHE JIOIHU;

® COXpaHCHHE JIMYHOCTEH BCEX CYOBEKTOB HCCIICIOBAHUS B KOH(DHUICHITNATEHOCTH,
Jaxke TOT (PaKT, 4TO MHAUBUAYYM A6asemcs CyObEeKTOM HCCIEI0BaHUsA, TO0JIKEH
OBITh 3aILMIIECH,;

e OII03HABAEMbIC TAHHBIC HCCIIEIOBAHUS 0003HAYAIOTCSA KOIOM, 8 HE UMEHEM;
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e HE WCIOJb30BAaHME WMEH WM JIPyrod Omo3HaBaeMoil wuHGpopMaluu B
ONMyOJMKOBAHHBIX MM PACIpPOCTPAHEHHBIX pe3loMe JaHHBIX WIH TpU
00CYXIEHUU PE3yJIbTaTOB;

® XpaHCHME JAHHBIX UCCIICAOBAHUS, BKIFOUasi ()OPMBI COTIIACHS HA OCHOBE ITOJIHOM
HH(bOpMaHHH B 3alICPThIX KOMHATAX WJIM apXHBax, WM Ha 3alIUIICHHBIX IIapoJIC
KOMITBIOTEPAX, ISl OTPAHUYCHUS JIOCTyIIa TIOCTOPOHHUX K WH(OPMAIIHH;

° O6y‘-IeHI/IC COTPYAHHUKOB HC ACIUTHCA MHTCPCCHBIMU 336aBHBIMI/I SMU304aMHN U3
UCCJICIOBAHMSI 32 TpEJeiIaMH, TIOMEIICHHs, B KOTOPOM  IPOBOJTUTCS
UCCIICIOBaHHE.

Confidentiality in research:

Interviewers may know their research subjects from other settings such as street
outreach, health clinics, on-going therapy groups, or other settings. They may
have even recruited subjects in those settings. However, in all cases interviewers
should not acknowledge the identity of a subject as a participant in a study in
any setting, unless the subject identifies himself as such. Interviewers may even
encounter research subjects socially at a later time. Once again, interviewers
should not acknowledge their previous contact with the subject unless the
subiect does so.

KoH(puaeHImansHOCTh B UCCIICIOBAaHHH:

WHTepBbIOEpHl MOTYT 3HaThb CYOBEKTOB CBOEIO HCCIIEIOBAaHUS U3 JPYIrHX
OKpY)KEHHH, HapuMep ayTpuu-paboTa Ha yJHIax, KIMHUKH, TePANeBTUYCCKHIE
TpyNIBL, WK apyrue Mecta. OHU, BO3MOXKHO, Take 0TOOpasii CyObEKTOB B ATUX
mectax. OgHaKo, B JIOOOM Ciydae MHTEPBBIOCpP HUTIIC HE JOJDKEH pasriamarb
JWYHOCTh CYOBEKTa KaK YYacTHHKA HCCIEHOBAaHUS, €CIH CyOBEKT caM He
npencraBisier ce0s TakoBbIM. HTEpBBIOEpH MOTYT B OyIylieM CHOBa
CTOJIKHYTBCA C CY6'I)CKTaMI/I HUCCIICAOBaAHUA HCO(i)I/IIII/IaHI)HO. Ho cnoBa Takmu:
UHTEPBBIOCPHI HE JOJDKHBI MPU3HATH WX MPEIBUIYLNIHH KOHTAKT C CYyOBEKTOM,
€CJIM 3TOTO HE JIeNaeT CyObeKT.

Ethical Issues in Policy Research and this Project
JTHYeCcKHe BONPOCHI B HCCIE0BAHUN NMOJTUTHKH U B 3TOM NPOEKTe

Avoiding harm to subjects and others
Usbezanue nanecenus 6peda 8 OMHOULEHUU CYOBLEKMO8 U Opy2ux Iuy

Although policy research focusing on behavior is relatively low risk in
comparison to some types of clinical trials or behavioral research, any research related to
drug use or other illegal behavior poses some risks to subjects. For those not engaging in
illegal activity themselves, the main risk is that sensitive or critical information revealed
in an interview or focus group might be disclosed to their colleagues, friends, or
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associates. Or, there might be some possible stigma associated with working with the
researchers identified with an “AIDS project” or a “drug user project.”

XoTs uccienoBaHUe MOJUTHKH, CHOKYCHPOBAHHOE HA TOBEJICHUH, TOJBEPraeT
OTHOCHUTENIbHO HH3KOMY DPHCKY IO CPaBHEHHUIO C HEKOTOPHIMH TUIAMHU KIMHUYECKUX
HCOBITAHUI WM MOBEIEHYECKHUX MCCIEIOBAHMI; JII000€ HCCIEIOBAaHHE, CBA3AHHOE C
HapKOMaHHWEW WM JPYTUMHU BUIAMH HE3aKOHHOTO IMOBEACHHUS, MOJBEPraeT cyOBheKTOB
pucky. [Ins Tex, KTO caM He BOBJICYEH B HE3aKOHHYIO AESTEIbHOCTb, ITIABHBIN PUCK - TO,
YTO CEHCUTHBHAs WJIM KpUTHYECKass HHQOpMAIMs, OTKPBITas B XOJI€ MHTEPBHIO HIIU
(hoKyC-rpyIIbl MOTTIa OBl OBITH OTKPBITA WX KOJIJIETaM, APY3bsSM, WIH mapTHepam. Miu,
BO3MOXXHO BO3HMKHOBEHHE CTUTMBI, CBSI3aHHOW € paboToil ¢ uccienoBaTeNsiMu,
cBsi3aHHBIMU ¢ “npoekToM 1o Tteme BUY/CIIM/Ia” mnu “mpoekToM O MOTpeOuTemnsx
HapKOTUKOB™.

For subjects engaged in or knowledgeable about illegal behaviors such as drug
use, potential risks include both disclosure of stigmatizing information and potential legal
risks if law enforcement authorities use information obtained in research for criminal
justice purposes. These subjects, who may be reluctant to talk to researchers, deserve
protection from possible mis-use of their information. For example, collecting data
without personally identifiable information on subjects may be one way to insulate them
from harm. Subjects could give their initials or use pseudonyms. Other precautionary
measures include not recording precise locations where subjects were interviewed or
illegal activity occurred so as to prevent police use of the information to conduct
surveillance or make arrests.

s cyObeKTOB, BOBJICYCHHBIX B HE3aKOHHbBIE JEHCTBUS WM 3HAIOIIUE O
HE3aKOHHOM TIOBEJCHUU (Harp. 00 ynoTpeOlIeHuH HApKOTUKOB) MOTCHIHUATIbHBIE PUCKU
BKJIIOYAIOT B ce0s packpeiThe HHGPOpPMAIMU, KOTOpas MOXET BbI3BATH CTUTMY, U
MOTEHIIMAJbHbIE TPABOBBIE PHUCKU, €CIH MPABOOXPAHHUTEIbHBIC BIIACTH HCIOIB3YIOT
MHPOPMAIINIO, TIOYYCHHYIO B XOJ€ HCCIEIOBAaHHU, B LENIAX YTOJOBHOTO MPABOCYIMS.
CyOBbeKTbl, KOTOpble MOTYT HEOXOTHO TOBOPUTH C HCCIENOBATENSMH, 3aCIyKHBAIOT
3alIMTHl OT BO3MOKHOTO HETPAaBHJIBLHOTO MCIOJIB30BaHUs WX MHPopmanuu. Hampumep,
cOop maHHBIX 0€3 yCTaHOBIEHUS JIMYHOCTU CyOBEKTOB HHPOPMAITIH, MOKET OBITH OJJHUM
u3 crnocoboB orpaguth ux OT Bpena. CyOBEeKTHl MOTYT yKa3aThb CBOM WHHIIMANBI FITH
MOJIb30BaThCs TICEBAOHUMOM. Jlpyrue NpeBEeHTHUBHBIE MeEphl BKIIOYAIOT OTCYTCTBUE
3aIMCH TOYHBIX MECT MPOBENCHUS C CyObEKTaMU MHTEPBBIO, HIIM MECT, TJ€ MPOUCXOISAT
HE3aKOHHBIE JCWCTBHsI, YTOOBI HE MJOMYCTUTh MCIOJIb30BAaHUE MUIUIMEH JaHHON
UHOPMALINH TS IPOBECHHUS UMH TaM HAOIOICHIHA WA apecTOB.

Finally, in some cases the potential for harm comes from the implications of the
results of the research. In these cases, researchers must balance the probable benefits of
the research against the possible harms that might occur from documentation of the
results.

Hakonern, B HEKOTOPBIX CllydasxX MOTEHLHMAN s BpEela HUCXOOUT M3 CMbICIA
pe3yJbTaToOB HCcleloBaHMA. B 3TuX ciydasx, MccieqoBaTeNnd OJDKHBI COOJI0AATh
0ajaHC BEPOSTHBIX BBITOJ OT HCCIIEOBAHUS M BO3MOXXHOTO Bpea, KOTOPBIA MOMKET
MIPOM30UTH B pe3yJIbTaTe JOKYMEHTAIbHOTO (PUKCUPOBAHUS PE3yJIbTaTOB.
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Case Study: do no harm — an ethical dilemma in prison

During planning for an investigation of HIV in a prison researchers were concerned
that a backlash would result from prison staff and administration if the researchers
revealed that there was injection drug use and sex in the prison. On balance the team
decided that research was vital to convince policy makers and politicians to implement
penal reform.

HpnMep: HE IPUYMHHUTE BpEda — ITHYECCKaA IUJIE€MMa B TIOPbMaXx

B xozne minanupoBanus uccienoBanus cutyaiuu ¢ BUY B TioppMax, mcclieoBaTeln
ObUTH 0OECTIOKOCHBI TEM, YTO €CIIM OHH IMOKAXYT, YTO B TIOPbME MPUCYTCTBYIOT TaKHe
SBIICHUST KaK CEKC W YNOTpPeOJICHWE HWHBEKIMOHHBIX HAPKOTUKOB, CO CTOPOHBI
TIOPECMHOI'0 IMCpCOHATIa WM AAMHUHUCTpAIMKM B HX aApPEC IOCICAYCT HETraTUBHAA
peakius. B To ke Bpems rpynma pemnmmia, 4To HMCCICIOBaHHE ObLIO >KU3HEHHO
HEOOXOIUMBIM JJISI TOTO, YTOOBI YOCIUTH JIF0 IeH, IMEIOIINX OTHOIICHHE K BRIPAOOTKE
MTOJINTHKH, B HEOOXOMMOCTH YTOJIOBHOUM peOopMBI.

Neutrality

Researchers will need to have a non-judgmental stance. This means respecting the
life choices that informants have made and any opinions they hold. During a rapid
assessment, researchers should never attempt to change the behavior, beliefs or attitudes
of an informant. Where conflict exists in a locality, either between individuals or political
groups, researchers should avoid being associated with either side.

Heumpanumem

HccnenoBaTeny TOMMHKHBI Oy IyT UMETh HEOCY KIAIONIYIO MO3UIUI0. DTO O3HAYAET
yBa)XaTh >KU3HEHHBIH BBIOOp, KOTOPBIM caenanu WHPOPMAHTHI U J1000€ MHEHHE,
KOTOpPOTO OHH NPHICP)KUBAIOTCA. B X01e sKcrpecc-0IeHKN HCCIea0BaTeIn HUKOTJa He
JOJDKHBI TIBITAThCS M3MEHHUTh TIOBEJCHNE, BEPOBAHUS MU B3TJIsAbI HHPOPMAHTHL. B Tex
CIy4asiXx, KOTJa HMMEET MECTO JIOKAJbHBIH KOHQINKT, MEXAYy WHAWBUAYYMaMH WIIH
MOJUTUYECKUMH TPYINIAaMH, HCCIEIOBATENN JOJDKHBI K30eratb TOro, YTOOBI HX
acCOLMHUPOBAIIH C JIFOOOH U3 CTOPOH.
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Case study: neutrality - an ethical dilemma

During street interviews with young heroin injectors, a researcher was often asked
whether she thought they should be tested for HIV. Rather than express her own
opinion about HIV testing, at the end of the interview she would give the interviewee
a card with contact details for a free, confidential HIV testing and counseling service.

IIpumep: HeliTpaIUTeT - ITHYECKAS JUJIEMMA

Bo BpeMs mpoBeneHHs YIMYHBIX MHTEPBBIO C MOJIOABIMU MOTPEOUTENSIMH T'€pPOUHA,
WCCIIEIOBATENS] 4YacTO CIpAllMBAJIM, CYMUTAECT JU OHA, YTO MM CIEIYyeT MPOUTH
tectupoBanue Ha BIIU. BMecTo Toro 4to0bl BBICKA3bIBaTh CBOE JTMYHOE MHEHHE TIO
MOBOly TecTHpoBaHus Ha B Y, B KOHIIE MHTEPBBIO OHA J1ajla JIUCTOBKY C KOHTAKTHOM
uHpopMalme MecT, e MOXKHO OeCriaTHO, aHOHUMHO MPONTH TECTHPOBAHUE Ha
BHY u nosy4uTh KOHCYJIBTALIUH.

Consent

Informants should normally give their consent to being involved in the study.
Where researchers record the identity of the respondent, consent is required. However,
where researchers are only observing behavior, or where they have been advised not to
explain what they are doing by a key informant, and the identity of the subject of the
information is not recorded, the researcher must assess the most ethical course of action.

Coenacue

WudopmaHTel 0OBIYHO MOJDKHBI JaTh CBOE COTJacHe Ha TO, YTOOBI OBITH
BKJIIOUCHHBIMH B HCCIIEJOBaHHE. TaM, TI/ieé HCCIeNOBaTeNlb YINOMHHAET JIMYHOCTh
pECHOHAEHTa, HEOOXOAMMO MOJIY4YHTh €ro corjacue. Tem He MeHee, TaMm, TIJe
UCCIIeI0BATEINH JIMIIb HAONIONAIOT 3a TOBEICHUEM, WM TaM, TJ€ UM MOCOBETOBAIN HE
OOBSICHATH CBOM JEHCTBUS, U JTMYHOCTH TOTO, KTO BBICKA3bIBACT OIPEICIICHHBIE MHEHUS,
HUTIe HE (QUKCHUPYETCs, HCCIEAOBAaTeNb JODKEH PYKOBOJCTBOBATHCS MAaKCHMAaJIbHO
STHYHBIMU NMPUHIUATIAMH B CBOHUX JICHCTBHSX.
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Case study: informed consent - an ethical dilemma

During research in a Baltic country, members of the team became involved in a
conversation at a party. The young person they spoke to revealed, during the conversation,
that she was involved in sex work and used drugs. She spoke quite openly about her
experience and provided useful information about sex work and drug use in the city.
However, the members of the research team did not reveal to the young person that they
were researchers or the nature of their work. Since there was no informed consent, the
researchers were faced with the ethical dilemma of whether or not to use the useful
information.

IIpumep: UHpopMupOBaHHOE coTIacHe HA YYACTHe B HCCIEA0BAHHHN — ITHYECKAs
AnJIeMMa

B xone nccnenoBanus B cTpaHax bantuu, 4ieHb! KOMaHbI CTalN yYaCTHUKaMHU Oecebl Ha
BeueprHKe. Mosoas JeByIiKa, B polecce pasroBopa, IpH3HaIack B TOM, 4TO OHA
IpUyacTHa K pabote B cepe KOMMEPUYECKOTo cekca U ynorpediser HapkoTuku. OHa
JOCTaTOYHO OTKPBITO pacCKa3bIBaja O CBOEM OIIBITE U NMPEAOCTABMIIA MHOTO MOJIE3HOI
MH(OPMAIIMHU O IPOCTUTYIIMU U HAPKOMAHUH B Topose. Ho uiieHsI mcciie1oBaTenbeKoit
KOMaH/IbI HE PacCcKa3alli JIeBYIIKe, YTO OHU NCCIIEA0BATEIH HIH O cBoel pabote. Tak Kak
He ObUTO N3BEILEHHS O COTTIACHH C €€ CTOPOHBI, HCCIIEIOBATENH CTONKHYIHUCH C ITpo0ieMoit
TOT0, UCTIOJIb30BATh WJIM HET MOJIy4YeHHbIE TOJIe3HbIE TaHHBIE.

Feedback

Those people who were involved in the rapid assessment should be given a
chance to comment on the findings. As well as being ethical, this is often a useful
finalcheck on the validity of any results and the feasibility of any recommendations.
Obpamuas cé:3v

Tem nmonsM, KOTOpble ObUIM BOBJICUEHBI B MPOLIECC AKCIPECC-OLCHKH, CIEAyeT
JaTh IaHC MPOKOMMEHTHUPOBATH MOMYyUYEHHBIE PE3yIbTaThl. DTO HE TOJBKO 3THYHO, HO U
3a4acTyl0 SBJBICTCS TIOJE3HOW 3aKITIOYUTEIPHOW IPOBEPKON BAJIMIHOCTH JIFOOBIX
Pe3yJIbTaTOB U BHIMIOJIHUMOCTH JIFOOBIX PEKOMEHIALUH.

Consequences

Researchers should always be aware of the consequences of their actions. What
seems ethical in strict research terms may have unethical consequences for others.

Tocreocmeus
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HccnenoBaTenu Bcerna JOMKHBI 3HATH O MOCISICTBUAX CBOMX JielicTBUil. To, 4TO
KaXETCAd JTHYECKUM B CTPOTMX paMKaX HCCIEIOBAHUSA, MOXKET HMMETh HEITHYECKUE
MOCIEACTBUSA ISl APYTHUX.

Example: Alcohol and ethics, Ireland

Research team members were interested in how ‘poitin’ is made. ‘Poitin’ is a home-
made spirit that a lot of young people drink in our community. The only person who
could show them how to make the drink was currently undergoing alcohol treatment.
The team was aware that by asking this person prepare the drink, they could be
placing the individual in a situation where she might be tempted to drink the solution.
This ethical dilemma was solved when the opportunity arose to witness the ‘poitin’
production by individuals not in alcohol treatment.

IIpumep: AnkoroJs u 3TnKa, Upaanaus

UieHaM  WCCIIEOBATEIbCKOM KOMaHABl OBUIO HMHTEPECHO, KakKuM 00pa3oM
MPOU3BOIUTCS «HOUTUHY». «IIOUTHH» - CHHPTHOW HANHWTOK, MPUTOTOBJICHHBIA B
JOMAITHUX YCIOBHSX, KOTOPBIM YMOTPEOISIOT MHOTHE MOJIOJBIC IO B HAIIEeM
coobiiecTBe. ENMHCTBEHHBIN YeIOBEK, KTO MOI' II0Ka3aTh MM, KaK TOTOBHUTHLCS JTOT
HAIIUTOK, B TOT MOMCHT HaxojujIcd Ha jedeHuu. VcciaemoBaTean OCO3HABAJH, YTO,
MOTIPOCHB 3TOTO YEJIOBEKA MPUTOTOBUTH HAMMMTOK, OHU TEM CaMbIM MOCTAaBHIN ObI ee
MIOJT YTPO3y TOTO, YTO OHA IMOTMBITACTCS TOMPOOOBATH «PE3yIbTAT» CBOETO Tpyaa. JTa
JTHYECKasl AWJIEeMMa pelIniaach, KOTJa MOSBUIACH BO3MOXKHOCTH MPOCIEIUTH 32
MPOIIECCOM M3TOTOBJICHUS JAHHOTO HAMKMTKA APYTHUMHU JIIOJbMHU, HE HaXOASIIUMCS HA
JICUEHHUH.

Protecting Human Subjects in Policy Research and this Project
3ammTa JUN, NPUHUMAKOIIUX Y4YacTHe B MCCJIEJOBAHUM MNOJMTHKH H B 3TOM
npoeKTe

Investigators should develop a plan specific to their research project that foresees
potential risks to research subjects (and staff), adopts means to reduce risks and
establishes procedures to ensure that risks are minimized and subjects are protected
throughout the course of the research project.

HccnenoBatenu  AOMKHBI  BhIpabOTaTh  MiaH AN CBOEM  HaydHO-
UCCIIEIOBATENILCKOW PabOThl, KOTOPBIM MpEICKa3blBaE€T IMOTCHLUUAIBHBIE PUCKU IS
CyOBEKTOB HMCCIIEIOBaHUS (MU COTPYIHUKOB), MPEJIaraeT MEphl 10 CHUKEHUIO PUCKOB U
OTIpeIeIsIeT MPOIEAYPhl TapaHTUU TOTO, YTO PUCKH MHHUMHU3HPOBAHBI, U CYyOBEKTHI
3aIUIIEHBI B X0/ BCEH HAyYHO-UCCIIEA0BATEIbCKON pabOTHI.

See Protection of Human Subjects in the tools section of this Module (V).

CM. 3amuTy JuI, TPUHAMAIOIIHX YYacTHe B MCCJIeI0BAHUN B HHCTPYMEHTaX
nanHoro Moayas (V).
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Documents and Sources:
JdoxkymenTnl 1 UCTOYHUKHU:

The Belmont Report. National Commission for the Protection of Human Subjects of
Biomedical and Behavioral Research. April 18, 1979, available at:
http://ohsr.od.nih.gov/guidelines/belmont.html

Code of Federal Regulations (US) 45 CFR Part 46, available at:
http://www.nihtraining.com/ohsrsite/guidelines/45cfr46.html

Council for International Organizations of Medical Sciences (CIOMS) International
Ethical Guidelines for Biomedical Research Involving Human Subjects. CIOMS, World
Health Organization, 2002, available at:
http://www.cioms.ch/frame guidelines nov_2002.htm

Nuremberg Code, 1947. available at: http://ohsr.od.nih.gov/guidelines/nuremberg.html

Universal Declaration of Human Rights, 1948. available at:
http://www.un.org/Overview/rights.html

World Medical Association, Declaration of Helsinki, available at:
http://www.wma.net/e/policy/pdf/17c.pdf

Otuet benmonTta. Hanmonansnas Komuccus mo 3ammre Jull, TPUHAMAIONUX YUacTHE B
OMOMEIUIIMHCKUX U TIOBEIEHYECKUX nccienoBanusax. 18 anpens 1979 r., merox mocryna:
http://ohsr.od.nih.gov/guidelines/belmont.html

Konekc denepanpuabix mocranosnenui (CIIIA) 45 CFR Yacts 46, MeTox qoctymna
http://www.nihtraining.com/ohsrsite/guidelines/45cfr46.html

\Me:XTyHapOoHbI€ 3TUUYECKUE MPUHIIMITBI TPOBEACHUS OMOMETUIIMHCKOTO HCCIeI0BaHUS
¢ yuactuem mozaeir CoBetra MEXyHApOAHBIX OPTaHU3AINI MEAUIIMHCKUX HAYK
(CIOMS). CIOMS, Bcemupnas opranusanus 31paBooxpanenus, 2002 r., MeToq 1octyna
http://www.cioms.ch/frame_guidelines nov_2002.htm

Hropubeprckuii koneke, 1947 1., MmeTon gocTyma
http://ohsr.od.nih.gov/guidelines/nuremberg.html

Bcemupnas nexnapauus npas uenoBeka, 1948 r., meton gocrymna
http://www.un.org/Overview/rights.html

BceemupHas MemuiiHCKas accormanys, XelbCuHCKast JIexmapanus, MeTo1 A0CTyIa
http://www.wma.net/e/policy/pdf/17c.pdf
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