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RESEARCH ETHICS
ITUKA MPOBEAEHUA UCCJIIEAOBAHUA

Tools
HNucTpymMeHTsI

Forms Included:
Dopmul, cooeprcauiuecs 6 mooyne:

Human subject and information protection protocol
[TpoTokoit: cyOBEeKTHI HCCICTOBAHUS U 3aIIUTa HHPOPMAITUH

How to Obtain Informed Consent
Kak nonyuuts nHQOpPMUPOBAHHOE COTIACHE HA yYacTUE B UCCIEIOBAHUN

Draft informed consent form (only for persons with knowledge of drug use)

UYepHoBUK (OpMBI HHPOPMUPOBAHHOTO COTIACHS (TOJIBKO IS JTFOACH, 00J1a/Taf0InX
3HAHUSIMH 10 BOIPOCAM YIOTPEOICHHSI HAPKOTHUKOB)
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Human Subject and Information Protection Protocol
IIpoToKoJ: CyOBEKTHI HCCJICTOBAHUS U 3AIUTA
uHpopMauu

Purposes:
Menn:
e To summarize procedures to protect the safety and identity of human subjects in
this research;
e To ensure that information is collected accurately, attributed correctly (when
applicable), and protected from unintended disclosure;
e To ensure that national and international standards for research ethics are met and
appropriate documentation maintained to establish compliance.
¢+ TloaBectu pe3toMe MpoIelyp, HAPABICHHBIX Ha 3aIIUTy 0€30MacHOCTH U
JUYHOCTH JIIOJIEH-CyObEKTOB JAHHOTO UCCIIEIOBAHMUS;
¢+ TapanTupoBath, uTO WUHpOpPMAIUS COOUPAETCSI TOYHO, AaTPUOYIHS
SBISICTCS. KOPPEKTHOW (KOrma »TO HWMeEeT MecCTo), W HuHbopmMaIus
3alUIIAETCs OT HeMPEeIHAMEPEHHOTO Pa3TIIalleHuUs;
¢+ TapanTHpoBaTh, UTO BBIMOJHAIOTCA HALMOHAJIBHBIE U MEXIYHAapOJIHBIE
CTaHIAPTHl JTUKH TPOBEIACHHS HWCCICIOBAaHUS W JJIs YCTAaHOBIICHUS
COOTBETCTBHS BEIETCS COOTBETCTBYIOIIAs JOKYMEHTAIIHSI.

Human Subject Protection Protocol and Protecting Information and Identities:
IIpoToKo.J1 3a1UTHI CYyObeKTa UCCeI0BAHUSA U 3aIUTa HHGOPMAIMH U JTUYHOCTEN:

Key principles:
KirroueBble MpUHIATIBL:

consent of subjects to participate;
protection of confidentiality;
limited disclosure with attribution when specifically permitted;
anonymity of subjects and records where highly sensitive information is collected.
. corylacue cyOBbEeKTOB Ha y4acTHE;
. 3aII1UTa KOH(QUICHINAIBHOCTH;
. OTPaHUYEHHOE pa3IialleHne ¢ aTpuOyLnel py CleHaIbHOM pa3pelleHNH;
AHOHUMHOCTH CyOBEKTOB U OTYETOB, B CIIyyasix Korjaa cooupaercsi ocodo
CEHCUTHUBHAsI HH(pOpMALHS.

Process:
IIpouecc:

Observe the following requirements while collecting data from research subjects
in the RPAR.
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[Tpu cOope maHHBIX OT cyOBekTOB uccienoanus B JOHP, mpuaepxuBaiiTech
CIeNyIOMUX TPeOOBaHMIA.

—

[\

9]

All subjects must give voluntary informed consent to participate.

. Bce cyOBeKThI TOIDKHBI JaTh JOOPOBOIbHOE HHPOPMHUPOBAHHOE COTTIache Ha

yJacTue.

Recruited subjects will be told that participation is fully voluntary and interviews
or groups participation can be ended at any time without any penalty or adverse
consequences to the subject’s medical care, psychological services, or
participation in other programs.

. CyOnekraM, HaOpaHHBIM JIJIsl YYaCTHsl B UCCIEAOBAaHUH, OyI€T COOOIIATHCS O TOM,

9TO y4acTHE SBIIAETCS MOJHOCTHIO JOOPOBOJBHBIM W WHTEPBHIO, WIH Y4acTHE B
TPyIIIax MOXET OBITh MPEPBAHO B JIFOOOE BpeMs O€3 KaKOTro-Tu00 HaKa3aHHs WU
HEONATOMPUATHBIX TOCIEICTBUNA B OTHOIICHHMH MEIUITMHCKOTO OOCITYKHBAHUS
CyOBeKTa, IICUXOJIOTHYECKUX YCIYT HIIH YYacTHsI B JPYTUX MPOrpaMmax.

Informed consent must be documented for every participant, but participants who
are not system or interactor interviewees will use initials or pseudonyms only on
their consent forms and on all other documentation.

WndopmupoBaHnHoe corjace Ha yd4acTHE B HCCIEJOBAHUU JOJDKHO OBITh
3a()UKCHPOBAHO JIOKYMEHTAJIFHO B OTHONICHHHM KAaXIOTO YYacTHHKA, HO
YYaCTHHKH, HE SBISIONMECS CHCTEMHBIMH WM  B3aMMOJCHCTBYIOLUIMMHU
nHpOpMaHTaMU OyayT YKa3bIBaTh TOJLKO HHHUIIUAIIBI HIIH IICEBIOHUMBI B (hopMax
COTJIACHsI U BO BCEX IPYTUX TOKYMEHTAX.

System and interactor informants will be informed that unless they object their
names will be recorded and they may be quoted by name unless they specifically
object. Interviewers will clearly note that informant has or has not given
permission to use his or her name.

. CucremHble U ocpenqHUUecKue HHPOPMaHTH OyAyT MPOUH(OPMHUPOBAHEI O TOM,

4TO, €CIM OHU HE BO3paXKal0T, MX MMEHA 3alMINyT, U B JAJIbHEHIIEM IUTAThI
OyAyT MPUBOAUTCS C UX MMEHaMH. VHTepBbIOEPHI JOJDKHBI TOYHO YKa3aTh, Jajl
WIN He JaJl pa3pelieHue HH(POPMaHT Ha UCIIOIb30BaHUE €r0 UM €€ UIMEHHU.

Any informant possibly engaged in illegal or otherwise sensitive activities will
remain anonymous in the recorded data from the interview.

. JIto6011 nHPOPMAHT, KOTOPBIA UMEN MPUYACTHOCTh K IPABOHAPYIICHUSIM, WA ObLI

BOBJICUCH B JPYIryl0o YA3BUMYIO ACATCIBHOCTb, OCTAHCTCA AHOHUMHLIM JJIA
3alMUCAHHBIX JaHHBIX, ITOJYYCHHBIX B XO0JA€ NHTCPBbIO.

Any form (such as a list of potential key informants) that contains names should

not designate people by status (such as “injection drug user’) but instead indicate
areas of expertise (e.g., “has information about drug use”).
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B nro60ii hopme (Hanpumep, CIUCKE MOTSHIIMATBHBIX KIIOYEBBIX HHPOPMAHTOB),
cozepxaliei iMeHa, 1okeH ykasbiBathess HE cratyc yenoseka (“morpedurens
WHBEKIIMOHHBIX HAPKOTHUKOB), a 00JIACTh €r0 KOMIIETCHIIUU (Hampumep,
“obmamatot nH(popMmalmen 06 yrnorpedieHnn HApKOTUKOB”).

Research data and informed consent forms will be kept in a locked office, file
cabinet, or on password protected computers.

. Nannble uccnenoBanus u GopMbl HHPOPMUPOBAHHOTO COTJIACHS Ha ydacTHe B

HUCCICIOBaHUHU 6YI[YT XPAaHUTHCA B 3aKPBITOM O(l)I/ICC, KapTOTCUHOM H_IKa(l)y, NI
Ha 3allIUIIICHHOM I1apOoJIEM KOMITIBIOTEPE.

Research team personnel will refrain from talking about interviews or focus group
results in public in any way that could reveal the identities of participants who
have not given such permission (researchers should be particularly careful of
discussions in restaurants, institutional settings, elevators or on the street).

8. JInuHbIi cOCTaB MCCIIENOBATEILCKOM KOMAHJIbI JTIOJDKEH M30eraTh pa3roBOPOB Ha

10.

10.

myOnIuKe 00 MHTEPBBIO WK Pe3yabTaTax padoThl (POKYC-TPYIIIIBI, T.K. 3TO MOKET
PacKphITh JIMYHOCTH YYaCTHHKOB, KOTOpPbIE HE JaBajlM TaKOT'O COTJIACHs
(uccnenpoBaTeny JAOKHBI OBITh OCOOEHHO OCTOPOXKHBI B OTHOIIEHUU IMOJIO0OHBIX
Pa3roBOPOB B PECTOPAHAX, PA3IUYHBIX YUPEHKIACHUAX, TUPTAX WU HA YIIHIIE).

Research team personnel will protect participants from being identified as part of
the project unless the participant has given permission for such identification.
JIngHbI cocTaB HCCIEA0BATEIBCKON KOMaH bl OyACT 3alIUIIaTh YYaCTHUKOB OT
BO3MO>KHOT'O PACKPBITHSI UX YUaCTHsI B IPOEKTE, €CIM YYAaCTHUK HE JjaJl corjacue
Ha M0I00HOE pasTialicHue.

Research team personnel who know subjects from other settings will not identify
them as subjects without their permission.

[lepconan uccnenoBaTebCKO KOMaH/Ibl, 3HAKOMBIN C CyOBeKTaMH paHee, 0e3 ux
paspelieHus He OyJIeT yKa3bIBaTh HAa HUX KaK Ha CyOBEKTOB.

Monitoring of the project
MoOHHMTOPHHT POEKTA

l.

The investigators are responsible for ensuring that research subjects are protected

from harm and that the subject and information protection protocol is followed. The
following steps should be undertaken to monitor compliance with subject protection.

HCCHGI{OB&TGJ’II/I HECYT OTBCTCTBCHHOCTb 3a TapPAHTHUIO TOI'O, 4YTO CY6’LGKTBI

WCCIICIOBAHMS 3AIIUIICHBI OT BpEJa U YTO BEAYTCS MPOTOKOJIBI MO 3alIUTE WHPOPMAIIHH.
C 1enp0 MOHMTOPHMHIA COOTBETCTBHS 3aLIUTE JIML, Y4YacTBYIOIUMX B HCCIIEJOBAHMH,,
HEO0XO0IUMO MPEIIPUHSATH CICIYIOIINE AT .

All researchers, staff and field workers should be trained about the details of this
plan and the means to protect subjects.
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The primary investigator should review the data collection, recording and storage
techniques of staff and fieldworkers throughout the RPAR.

The U.S. investigators will inspect data collection and storage methods on at least
annual visits to each site.

Bce nccnenoBaresnu, mepcoHant U perucTpaTopbl JOJDKHBI MPOUTH 00ydeHUE
IUTaHYy U CPEICTBaM 3aIUTHI CyOBEKTOB.

B teuenue Bceit DOHP ocHOBHOI nccaenoBaTeNnb JOKEH TPOBEPSATH METOIbI
paboThI IepcoHANA U TIOJIEBBIX PAOOTHUKOB B OTHOIICHUH cOOpa TaHHBIX, 3aMTUCH
1 XpaHCHHS.

BO BpeMSI CBOUX CXKCTOOHBIX BU3UTOB B KAXKI10€ U3 MECT HpOBeIleHI/ISI
HCCTIEOBaHMS, aMEPUKAHCKHUE MCCIIEIOBATEIN Oy Iy T MPOBOAUTH HHCIICKITHIO
METOZI0B cOOpa M XpaHEHHs! JaHHBIX.
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How to Obtain Informed Consent
Kak nosnyyuts nuH(popMHPOBaHHOE corjiacue

Screening Subjects and Obtaining Informed Consent:
OT100p Cy0ObeKTOB M MOJIy4eHrne HH(POPMHUPOBAHHOTO COTJIACHUS:

The informed consent process begins with recruiting. You must identify yourself as a
researcher and ask permission of any potential subject before you recruit them into the
study. In order to determine if a potential subject is eligible for the study you must ask
him some basic questions to determine if he meets the “inclusion criteria” for the study.
This first stage is called “screening”. You will need to ask potential subjects several
questions to determine if they are eligible for the study. If you determine that they are
eligible, the next phase is the informed consent phase. First, we will review screening,
then we will review the informed consent process for the interview.

[Tporiecc MHPOPMHUPOBAHHOTO COTJIACHS HA y4YacTHE B HCCIEAOBAaHHM, HAUYMHAETCS C
oTOOopa. Bbl MOIIKHBI NMPENCTABUTHCA KaK MCCIENOBATENb M CHPOCUTH pa3pelieHHe Y
KaX/I0T0 MOTEHLIUAIBHOTO YYaCTHHKA MCCIEIOBAHUS J0 TOTO, KaK Bbl OTOEpeTe MX s
uccienoBanus. s Toro, 4ToOb! BBISICHUTH MOAXOIUT JIM NMOTEHIUAIBHBINA CYOBEKT A
UCCIICIOBAHMSI, BBl JIOJDKHBI 33JaTh €MY HECKOJIBKO OCHOBHBIX BOIIPOCOB, HYTOOBI
OIIPEICNINTh, COOTBETCTBYET JIM OH «KPUTEPHUAM BKIIOYEHUS» B uccienoBaHue. [lepBbiii
3TaIl HA3bIBAETCS «IIpOCEUBaHUE». Bam moTpedyeTcs 3a1aTh NOTCHIHUAIBHBIM CyObEeKTaM
HECKOJIbKO BOIIPOCOB, YTOOBI YCTaHOBUTH MOAXOJAT JIM OHU Ul UcciiefoBaHus. Ecnu Bb
YCTaHOBHJIM, YTO OHHU TMOJXOIAT, CIEAYIOIIMM 3TarnoM OyZeT 3tan HH()OPMUPOBAHHOTO
corjlacus Ha ydyacTue B uccienoBaHud. CHawana, Mbl IIPOBEPUM OTOOp, 3aTE€M MBI
MIPOBEPUM TpoLecC HHYOPMUPOBAHHOTO COTIIACHS Il UHTEPBBIO.

Screening Overview
O0630p oTGOpa

Summary of Steps:
Pe3oMe maros:

1. Introduce yourself, say you are a researcher.

2. Ask permission to talk to the subject.

3. Briefly describe the study.

4. Ask permission to determine eligibility by asking screening questions.

5. Ask screening questions and determine if subject is eligible according to the
inclusion criteria.

6. Decide if you want the potential subject as an actual subject.

1. TlpencraBbTech, CKOKUTE, YTO BBl HCCIEIOBATENb.

2. CmpocuTte pa3penieHus IoroBOPUThH C CyOHEKTOM.

3. Kpartko onmmmure uccienoBaHue.

4. Cnpocute pa3pelieHre Ha onpeaeIeHne IPUeMIIEMOCTH, ITyTeM 3a[aBaHus

O0TOOPOYHBIX BOTIPOCOB.
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5. 3apnaiiTe 3TH BOIPOCHI U ONIPENEINUTE MOAXOIUT JIH CyOBEKT, COTIIACHO KPUTEPHUSIM

BKJIIOUEHUSI.
6. Pemmre xoTHTE U BBl YTOOBI MOTEHIMAIBHBIN CYyOBEKT CTal (PaKTUIECKUM
CyOBEKTOM.
Script:
Cuenapumii:
1. “Hello, my name is ( ) and I am a researcher conducting a study. I

would like to talk to you about the study. May I talk to you about it?”
«3npaBcTBYiiTE, MEHS 30BYT (), 1 HCCJIe0BATEIeM U MIPOBOKY HAYYHOE
uccjaenosanme. 51 6p1 xoTes1/a MOroBopuThL ¢ BamMu 00 uccjaegosanuu. Mory st ¢ BaMu
0 HeM MOTrOBOPHUTH ?»

e Wait for respondent to clearly say YES — if respondent says YES, continue.
[TomoxuTe, MOKa PECTIOHACHT YETKO HE OTBETUT J[A — ecliu peCcrioHICHT
rosoput JIA, npoaosmkaiire.

e Ifrespondent says NO or does not respond, say thank you and walk away
Ecmm pecionnent ckazan HET nnu He oTBEeTHII TOOJIaro1apuTe U yXOAUTE.

2. “We are conducting a study of drug law, policy, HIV and drug use. I think I
would like to interview you but first I have to ask you some personal questions to
determine whether you are eligible for the study. May I ask you some personal
questions?”

«MBbI IPOBOAUM HCC/IEI0BAHNE 3AKOHOIATEIbCTBA U MOJUTHKH B 00/1aCTH
ynorpedaennss HaprkoTUKOB U BUY-nn¢exunn. MHe xotesioch 0bI B3ATh Yy Bac
HHTEPBbIO, HO MpexkKae 1 J0JKeH 3a1aTh BaM HECKOJIbKO BOIPOCOB JIMYHOI'0
Xapakrepa, YT00bl YCTAHOBHUTD, NOAX0AUTE JH BbI JJ1s1 HccaeaoBaHusi. Mory st Bam
3a1aTh HECKOJIbKO JIMYHBIX BOIIPOCOB?»

e Wait for respondent to clearly say YES — if respondent says YES, continue.
[TomoxuTe, MOKa PECIIOHACHT YETKO HE OTBETUT J[A — ecliu pecriOH/ICHT
rosoput JIA, mporomkante

e [If the respondent has questions, answer them fully and then ask again if you may
ask some personal questions.
Ecnu y pecnionieHTa BO3HUKAIOT BONPOCHI, 1aliTe€ HAa HUX MOJIHbIE OTBETHI U
3aTeM, CHOBA CIIPOCHUTE MOXHO JIM 33/1aTh €My HECKOJIBKO JIMYHBIX BOIIPOCOB.

e [frespondent says NO or does not respond, say thank you and walk away.
Ecmu pecnionent ckazan HET wim He 0TBETHII, IOOJIAarofapuTe U YXOIUTE.
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3. “For this part of the study we are interviewing people with experience in drug
use so I am going to ask you just a few questions about your drug use and sexual
experiences...”

«Jl1sl MIaHHOM YaCcTH MCCJIeJOBAHUS MbI IPOBOANM HHTEPBBIO C JIIOAbMH, Y KOTOPBIX
€CTh ONBIT YNOTPeOd/IeHUsI HADKOTHKOB M 51 COOMPaloCch 321aTh BaM HECKOJILKO
BOIIPOCOB 0 BallleM ONbITE YNOTPeOJIeHUsI HAPKOTHKOB H ONBITE CEKCYaIbHOI
KUSHID

e “Have you used drugs in the last three months?”
«Y1oTpeOIsau 1 Bbl HAPKOTUKHU 32 TIOCIeHIE 3 Mecsa?»
e IFYES:
ECJIN JA:

e “Have you injected drugs in the last three months?”

«YnoTpeOIIsiii 11 Bbl HHBEKIIMOHHBIE HAPKOTUKHM 3a MocieHue 3 Mecsaua?
e IFYES:

ECJIN [A:

()77

e “When was the first time you ever injected a drug
«Kormaa BbI BliepBbI€ YIIOTPEOMITH HHBEKIIMOHHBINA HAPKOTHK?»

e “About how many times did you inject drugs in the last three months?”

«CKoJbKO MPUOIN3UTENBHO pa3 Bbl YIIOTPEOMIN HHBEKIIMOHHBIE HAPKOTHUKHU

3a nocyiegHue 3 mecsma?y

e “Have you had sex with anyone in the last three months?”

«BcTynanu nu Bel B [10JIOBBIE KOHTAKThI ¢ KEM-TO 3a IOCJIEHUE 3 Mecsa?y
e IFYES:

ECJIN J1A:

e “About how many times did you have sex with a woman in the last three
months?”’
«IIpuOIM3HTETHHO CKOJIBKO pa3 y Bac ObLI CEKC C KEHIIMHOH 3a ToCeIHne 3
mecsama?y»

e “About how many times did you have sex with a man in the last three
months?”’
«CKOJIBKO TIPIMEPHO pa3 y Bac ObLI CEKC C MYKYHHOH 3a TIOCIIeTHHE 3
mecsama?»

e “About how many times did someone give you money in exchange for sex in
the last three months?”
«CKOJBKO MPHUOIM3UTENBHO pa3 KTO-JIM0O0 JaBajl BaM JICHBI'H B3aMEH Ha CEKC
3a IOCJIEaHUE 3 MecAia?»
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4. ASK any other questions that may be necessary to determine eligibility and
decide whether person is eligible.
3AJIAVITE 11060ii Ipyroii Bompoc, KOTOPBIii MO:KeT GhITh HE0OXO0IMM 1151
YCTAHOBJICHHMS IPUEMJIEMOCTH, i PeLIUTe, MOAXOAUT YeJ10BeK HUJIH HeT.

NOTE: For this project you can also decide not to interview a person who may be
eligible just because he is not talkative enough, too intoxicated, because you don't
think s/he knows enough or for any other reason at all. Just tell them that they are not
eligible if you decide not to interview them for any reason. Do not ever tell potential
respondents the requirements for being in the study. If you tell a potential respondent
the requirements, they may lie to you about their experiences to enroll in the study or
tell others what the eligibility requirements are.

[NPUMEYAHUME: J[lns »Toro mnpoekra Bbl MOXETE€ TMPUHATH pEIIeHUE He
MHTEPBBIOMPOBATh 4YEJIOBEKA, KOTOPBIM MOAXOAMT JUIsl HCCIEAOBAHUS, TOJBKO
MOTOMY, YTO OH HEIOCTaTOYHO pa3rOBOPYMB, HAXOJUTCS B COCTOSHUU CHIIBHOM
MHTOKCHUKAIIUH, TOTOMY YTO BaM Ka)KeTCs, OH/a HEJIOCTATOYHO 3HAET WK BOOOIIE O
mo6oit npyroit npuumHe. Hukorna He cooOInaiiTe MOTEHIHMATbHBIM PECIOHACHTAM
KpUTEpUU YYacTHsi B HCCIE€OBaHMU. EcCIM BBl CKaXWUTE€ WX MOTEHIMAIHHBIM
PECTIOH/IEHTaM, OHM MOTYT COJTaTh BaM O CBOEM OIbITE, YTOOBI IMONACTh B
UCCIIeIOBaHNE UM PaccKa3aTh IPYTUM KaKOBbI KPUTEPUU yUaCTHSI.

IF NOT ELIGIBLE say “According to our research protocol you are not eligible for
a longer interview but thank you very much for your time. Here are some (condoms
or other very small incentive like a candy bar or pen) as a small gift. Thanks again.”
ECJIN HE HOAXOJAUT: ckaxute «CoriacHo NpOTOKOIY UCCIEAOBAHUS 5 HE
MOTY MPOJOJIKUTE C BaMU JlajibHelIee HHTEpBbIO, HO 0OJIBIIOE BaM CIacuoo 3a
yaeneHHoe BpeMsi. BoT (mpe3epBaTuBbI UM JpyTHe OYeHb MaJIEHbKUE TOOLPEHUS
TUTa KOH(PETHI WM PYyYKH) B Ka4eCTBE MAJIGHBKOTO mojapka. Eme pas cacuboy.

IF ELIGIBLE: say "You qualify for our study and I would like to conduct a longer
interview with you. We can either do it right now or schedule it for later...... "
ECJIN NOJAXO/JMNT: ckaxxkute «Bbl moaxoauTe s UCCIICIOBAHMS, B S XOTe/a Obl
MIPOBECTH C BaMH JlajbHeIIee HHTepBbI0. MBI MOXKEM CIENaTh 3TO MPSIMO ceiiuac
WA JOTOBOPUTHCS Ha TO3XKE. ...)»

IMPORTANT NOTE: Before interviewing the person you must conduct a full
informed consent process with that person. The above protocol is to obtain consent to
ask only the screening questions. The process below describes the informed consent
process for the interview. The US investigators are required to ensure that informed
consent procedures are being followed and we will have to check to make sure that
full informed consent is obtained.

BAXHOE IIPUMEYAHMUE: Ilepen mnpoBeaeHHMEM C UEIOBEKOM HHTEPBBIO, BBI
JIOJDKHBI TPOMTH € 3TUM 4YEJIOBEKOM IpoLEecC HH(POPMHUPOBAHHOIO COIJIacHs Ha
y4acTHe B HCCIIeNOBaHUHU. [IpHBeneHHBIN BBIIIE MPOTOKOJN MpeIHa3HAueH s
MIOJIyYCHMsl COTJIacHsl Ha TO, 4TOOBI 3a/1aTh JIMIIbL BONPOCH! sl 0OTOOpA ueloBeKa B
uccnenoBanue.  llpomecc,  mpHUBENEHHBI  HMXKE,  ONUCBHIBAET  MpOIECC
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WH()OPMUPOBAHHOTO COTJIACHSI HAa Y4YacTHE B HCCIEIOBAaHUU, Ui MHTEPBbIO. OT
aMEepUKaHCKUX HcciefoBareneil TpedyeTrcs YIOCTOBEPUTHCS, UTO MPOLEAYpPHI
WH(OPMUPOBAHHOTO COTJIACHS HA y4YacTHE B WCCIICOBAHHH, BBIOJHSIOTCS W HAM
HY>KHO OyJeT yJA0CTOBEPUTHCS, UTO MOJIHOE COTJIACKE BCE-TAKH MOTYYaeTCs.

Obtaining Informed Consent
IHonyyenne uHPOPMHUPOBAHHOIO COIJIACHS HA YYAaCTHe B HCCJIEJOBAHUN

After completing the screening questions, you have to determine whether or not you want
the individual as an actual subject. For this project you want to get subjects who will be
the most helpful (not necessarily the most representative).

[Tocne 3aBepIeHUs BOIIPOCOB Il 0TOOPA PECIIOHICHTOB, BAM HEOOXOIMMO yCTaHOBHUTH
XOTHTE JIA BbI BUCTh Y€JIOBEKA B KAYECTBE pPEaIbHOr0 cyOBeKTa. JlJist 3TOro mpoeKTa Bbl
MOJKETe OTOMpaTh CyOBEKTOB, KOTOpbIe Oy IyT HanboJiee Mmosie3Hbl (He 003aTeIbHO
Han0oJiee TUITUYHBIC TPEICTABUTEIIH ).

When you have screened the subject and decided that he or she would be a good subject,
you must still go through the informed consent process with the subject, explaining the
project, obtaining consent, and completing the consent forms. The easiest and most
reliable way to begin explaining the study is to READ the consent form to the subject.
You should stop after each section of the form and ask the subject if she/he has any
questions and then answer them to the best of your ability. If you cannot answer the
questions accurately, tell the truth. The subject can refuse to participate at any time.
[Tocne Toro kak Bbl HaOpamu CyOBEKTOB M pEIIMIM, YTO OH WJIM OHa OyayT
HNOIXOAAIMMH YYaCTHUKAMHU MCCIIEOBAHUS, Bbl C HHUMH JOJDKHBI IPOMTH Mpolecc
MOJy4eHHUs. UH(OOPMHUPOBAHHOTO COTJIaCHs HAa y4acTHE B MCCIEIOBaHUHU, OOBSICHSASA, UYTO
3TO 3a MPOEKT, MOJIy4as COTJIACHe W 3amojHssl (popMbl WHPOPMHUPOBAHHOTO COTIACHSI.
CambIM IpOCTHIM W HauboJee HaJAEKHBIM CIIOCOOOM HaydaTh OOBICHATH, YTO 3TO 3a
IIPOEKT, SBJISIETCS 3AUNUTBIBAHUE cyOBeKTy HCCIIEA0BAHUSA (dopmbI
MH(POPMHUPOBAHHOTO corjacus. BamM HeoOXOIMMO OCTaHaBJIMBATHCS IOCIE KaxXI0ro
pasznena ¢GopMBl U CHpalIMBaTh, HET JIM Yy HErO/Hee KAaKUX-THOO BOIPOCOB, MOCIE YEro
KaK MOXXHO OoJjiee IMOJIHO OTBETUTh Ha HUX. EcaM Bbl He MOXeTe TOYHO OTBETHTh Ha
BOTIPOCHI, CKakuTe TpaBay. CyOBEKT MOKET OTKA3aThCsI OT YYacTHsl B JTI000€ BpeMsl.

Summary of Steps:
Pe3oMe maros:

1. Re-introduce yourself (if interview is done at a later time)

2. Tell them you need to explain the purposes of the study, answer their questions,

and get his or her consent to continue with the interview.

Give him or her a copy of the form to follow along with.

4. Read the informed consent form, stop after each section and ask if the subject has
any questions, answer those questions.

98]
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5. When the reading and questions are completed, ask if the subject agrees to
participate, and ask him or her to sign the form using no more than initials.

6. Keep a copy of the form and give the subject to keep a copy. Save your copy and
return it to the principle investigator to file. The subject is required to take the

copy.

1. Eme pa3 npeacraBbTech (€Ci HUHTEPBHIO MPOBOTUTCS MO3THEE)

2. Ckaxurte, 4TO BaM HEOOXOIUMO OOBSICHUTH €N UCCIIEI0OBAaHUS, OTBETHTE HA
BOIPOCHI, ¥ TIOJTYYUTE COTIIACUE HA MPOJIOJIKEHIE UHTEPBBIO.

3. Jlaiite emy/eit kom0 (hOPMBI, IO KOTOPOIl MOKHO OYJIE€T CIEIUTD.

4. Tlpouture Gpopmy HHPOPMHUPOBAHHOIO COTJIACHS HA yYacTHE B HCCIIECIOBAHUH,
MOCJIE KaKIOTO pa3/iesia OCTaHABINBANTECh U BBIICHANTE, HET JIN y CyOBeKTa
BOIPOCOB, OTBETHTE BOIIPOCHI.

5. Tlocne mpoureHus GOPMBI U OTBETOB Ha BOIPOCHI, CIIPOCHUTE COTIIACCH JIH
CyOBEKT yuyacTBOBATh M MOMPOCUTE €ro MU €€ MOANHCaTh POpMY, HCIIONB3YS
OJIVH MJIH O0JIee MHUIHAIIbI

6. XpaHHUTE OJUH K3eMIUIIP (GOPMBI y ceOsl U OTAANTE OMH HK3EMIUIAP CYOBEKTY.
CBOIO KOIIUIO OT/AANTE IIIaBHOMY HCCIIeIOBATENIO B apXuB. CyObeKTy
HE00X01UMO 3a0paTh ¢ 000 CBOI IKIEMILIAP.

Script:
Cuenapuit:

1. “Hello, my name is ( ), and I have made this appointment with you to talk
about the study on HIV and drug policy which we talked about. The study
interview will take about 2 hours, is this a good time to talk?”
«3apaBcTBYyiiTe, MeHsl 30BYT (), sl JOTOBAPHUBAJICH ¢ BaMH 00 3TOIl BCTpe4H
¢ TeM, 4YTO0BI MNOroBOpUTHL 00 wucciaegoBanuum B oOadactu BUY n
HAPKOMOJIUTUKH, O KOTOPOM MbI ¢ BaMu roBopuiau. UHTepBBIO 175
HCCJIeT0BaHUs 3aliMeT 0KO0JI0 2-X YacOB, BaM 3TO0 MOAXOANT?»

Wait for the respondent to say YES.
[Tonoxxaure, Moka pecoHAEHT OTBETHUT A

2. “Before we get started I need to explain the study to you, answer any
questions you may have, and, if you agree to participate, get your signature
on the informed consent form. Can I begin?”

Ilepen Tem kak Mbl HAYUHEM, MHEe HE00X0AMMO paccKa3aTh BaM 00
HCCJIeIOBAHNU, OTBETUTH HA BCe BAlllM BONPOCHI, M, €CJIU BbI OyaeTe
COIJIACHBI YYaCTBOBATh, MOJIYYHTH Bally NoAnuch B popme
HH(OPMHPOBAHHOIO COIJIACHS HA yUacTHe B uccjaenoBanuu. Mory s
HA4YaTh?»

WAIT for the respondent to say YES
IHOJOXIUTE oteeta JIA oT pecioHaeHTa.
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Give subject a copy of the form.
JlaiiTe cyOBeKTy KOMmuio (GOpMBI.

[Read the form, pause at the end of each section, and ask]

“Do you have any questions about his section?”

[[Ipoutute hopmy, nenaiite may3y B KOHIIE KKIOTO pa3zea, U CripaliiBanTe |
“¥Y Bac ecTb KaKHe-TO BONPOCHI 10 3TOMY pa3aeny?”

[When reading and questions are finished]
“Based on what we have discussed, would you like to be in the study?”

If respondent says YES,

“Will you sign these two copies of the form? I will give you a copy and I’ll
keep a copy.”

[Korza BbI 3aBepILINIM YTEHHE U BOIIPOCHI |
«Hcxons u3 T0oro, 4To Mbl 00CYANJIN, XOTeJIH ObI BbI IPUHATH YYacTHE B
HCCJIeIOBAHNMN ?»

Ecnu pecionaent rosopur 1A,

«BbI MOryIu ObI MOANMUCATH 2 KONKHU 3TOi (popMbI? OHA KONIHSI OCTAHETCS Y
BAC M 0JIHA Y MEHSL.»

Save one copy of consent AND return it to the local Principle Investigator to file
and save. This is very important, the project cannot use data from interview
subjects from whom we do not have consent documented in our files. Give the
other copy to the respondent and begin interview.

Coxpanute 0ofHY KOIUIO (OpMBI HHOOPMUPOBAHHOTO COTJIAcHS M OTHANTE ee
MECTHOMY TJIaBHOMY HCCIIEIOBATENIO JUIsl XpaHEHUs B apXUB. DTO OYEHb BAXKHO,
B MPOEKTE HE MOTYT UCIOJIB30BATECS JIaHHBIE OT CYOBEKTOB, OT KOTOPBIX MBI HE
NOJYyYWIM HMH(MOPMHUPOBAHHOIO COIVIACUSl Ha YydyacTHME€ B UCCIEIOBaHMH,
CBHJICTEIILCTBA YEr0 XPaHUThCS B apxuBax. OTmaiiTe BTOPYIO KOIHIO
PECTIOH/IEHTY Y HaUMHANTE HHTEPBBIO.
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Informed Consent Forms
®opMa HHPOPMHUPOBAHHOI'O COIJIACUS HA yYACTHE B MCCJIEIOBAHUU

Attached is a sample form to be used in interviewing people who have knowledge of
injection drug use. (This form has been approved by UCHC and modified slightly for
ethical review in Ukraine.) A complete set of forms will be provided after final approval
and translation.

B  npunoxenun oOpasery (opMBl, KOTOpPYIO  CIEQyeT HCHOJb30BaTh  IpHU
MHTEPBBIOMPOBAHUM JIIO/ICH, OO0Najaommx HHpopManued B 00JacTH yHnoTpeOsIeHus
WHBEKIIMOHHBIX HapKoTUKOB. (Dta ¢dopma Obuta ytBepkaena UCHC wu  cierka
YCOBEpILICHCTBOBAHA JIJIsl STUYECKOM OLIeHKHU MpoekTa B YkpauHe.) [Tomusiit Habop dhopm
OyZAeT npeaoCTaBIIEH MOCIIe 3aKII0UNTEIEHOTO YTBEPKICHHS U TIEpEBOIa.
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Consent Form
dopma coruacus
Client interviews

NHTepBBIO ¢ KIIMEHTAMU

Study Title: Rapid Assessment of Drug Law & Policy in the CEE & FSU

Ha3Banmue uccienoBanusi: JKCIpecc-0lleHKA 3aKOHOAATE/IbCTBA U NOJUTHKH B
o0Js1actu ynorpedsaenusi HapkoTukoB B LIIBE u BCC

PI: Zita Lazzarini phone: 860-679-5494
email:Lazzarini@nso.uchc.edu
I'nmaBn. Uccaen-ab: 3urta Jlazapunu tenedon: 860-679-
5494 email:Lazzarini@nso.uchc.edu
Co-PI’s: Scott Burris (Temple University) & Patricia Case
(Harvard Medical Schools)
IMomomnuku I'n.Uccnen-ns: Ckort béppuc (Yausepcutet Temmun) u [latpucus

Keiic (I'apBapackue MEIUITMHCKUE IIIKOJIBI)

Purpose of the Study:

You are being asked to participate in this study in order to share your experience
and knowledge about the epidemics of drug use and HIV in Poland, Ukraine, and Russia.
The study will use a new investigative process, the Rapid Policy Assessment and
Response (RPAR), to help the local community document and respond to barriers to HIV
prevention among injection drug users (IDUs) in Central and Eastern Europe and the
Former Soviet Union. Approximately 14 client interviews will take place in each country.
Ieas uccaexoBaHusi:

Bac mpocst mpuHATH y4yacThe B JaHHOM HCCIICOBAaHMHM C TEM, YTOOBI BBI
MOJIETWIMCh CBOMM ONBITOM M 3HaHUAMHU 00 snuaeMusix Hapkomanuu u BUY B Ilonbie,
Vkpaune u Poccun. HMccnenoBanue OyneT MPOXOAMTH IO HOBOW MCCIIENOBATENbCKOM
METOAMKE «IKCTpecc-OlleHKa HapKOMOMMTHKH U pearupoBanue (DOHP), ¢ mensro
MIOMOYb MECTHOMY COOOILIECTBY IPOAHAIM3MPOBATHL CHUTYAIMI0O M OTpearupoBaTh Ha
npensatcTBus s npodunaktukd BUY-unbeknum cpeau notpeduTeneid HHbEKIIMOHHBIX
HapkotukoB (IIMH) B ctpanax LlenTpansHoit u Bocrounoit EBpombl u ObIBIIETO
Cogerckoro Coro3a.

Procedures:
IMpouenypsi:

The only procedures in this study will be collecting information from you on your
knowledge of, and experience with, the criminal justice and public health systems as they
are responding to the epidemics of drug use and HIV. After you agree to participate and
sign an informed consent form, the investigators will collect information from you during
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an interview. The interview will last one to two hours. All sessions will be audio-taped
and transcribed.

EnuHCTBEHHBIM METOAOM, IPUMEHSIOIIUMCS B JAHHOM UCCIIEJIOBAaHUU, OYIET
cOop uH(popMaIuu OTHOCUTEIHLHO Bammux 3HaHui U onbiTa B chepe 001mecTBEeHHOTO
3[IpaBOOXPAaHEHHS, IPABOOXPAHUTEIBHOIN CUCTEMBI U YTOJIOBHOTO MPABOCYIUs B IJIaHE
TOTO, KaK OHHM pearupyroT Ha snuaeMun HapkoMannu 1 BUY-undexnuu. [Tocne toro,
Kak Bbl nagure cornacue Ha yyactue u noanumere @opmy HHPOPMHUPOBAHHOTO
CcorJIacus, UCCIIEI0BATENU B X0I€ UHTEPBBIO Oy IyT coOupaTh npeaocTapiseMyo Bamu
uHpopmanuio. Bee ceccun Oy1yT 3anuCchIBaThCS HA ayJHOIUICHKY U
cTeHoTrpadupOBaATHCA.

If you agree to participate in this study you will be interviewed individually and
asked a series of semi-structured questions in four domains: 1) legal; 2) criminal justice;
3) injection drug use and public health response; and 4) HIV/AIDS and other
communicable diseases. Specific questions address:

Ecnu Bbl cornacurech NpuHATH y4acTHE B KaUeCTBE KIIIOUEBOro HH(POPMAHTa, C
Bamu Oyner npoBezeHo MHAMBHIyaIbHOE HHTEPBBIO U BaM 3aaayT cepun BOnpocoB 1o
YEeTHIPEM TeMaTHYeCKUM OJ0KaM: 1) 3aKOHOATENbCTBO; 2) YTOJIOBHOE MTPABOCYANE; 3)
ynoTpeOaeHne HBEKIIMOHHBIX HapkoTUKOB; U 4) BUY/CIIN /L u npyrue nepenaBaeMbie
3a00JIeBaHUs IepeAAOLINeCs MOJOBBIM ITyTeM. Bompockl HHTEPBBIO OYAYT KacaThes:

e enforcement of drug, syringe, and prostitution laws;

e any provisions criminalizing homosexuality and HIV exposure or
transmission;

e operation of courts and prisons;

e drug policy politics;

e risk reduction and public health interventions;

e advocacy resources;

e e¢pidemiologic data on HIV and drug use;

e criminal justice data

® [IPUMEHEHHS 3aKOHOB, KaCaIOIIUXCS HAPKOTHUKOB, IPOCTUTYIINH,
TOMOCEKCyalTu3Ma;

3aKOHOJIATEJIbHBIX aKTOB, Kacaromuxcs nepemaaun BUU-undexmum,
paboTHI CY/IOB U TIOPEM;

MIOJINTHKY B chepe ynoTpeOIeH ] HApKOTHKOB;

CHIDKEHHSI PHCKA U MHTEPBEHIIMH B 00JIaCTH 3/JpaBOOXPAHCHUS;
PECYPCOB aJIBOKAIIHH;

AMHUIEMHOIOTMYECKHUX JaHHBIX 10 BUU-nHpeKImn 1 HapKOMaHuu;
AAHHBIX YT'OJIOBHOTO IMPAaBOCY IUA.

Emphasis within the interviews will vary based on your specific knowledge and
experience. The RPAR research tools include screening questions for each topic area that
allow you to skip any area in which you have no background or experience.

AKIIEHTBI B X0JI¢ MHTEPBBIO OYAYT MEHSTHCS, B 3aBUCUMOCTH OT BallIMX 3HAHHS H
omeita. Mccnenoparensckue uHCTpyMeHThl DOHP Bkimtowaror B ceOst BOHpOCH IS
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0TOOpa YYaCTHUKOB MCCIEAOBAHUS MO KAXKIOW U3 T€M, YTO TMO3BOJSET BaM MPOITYCTUTh
m00y10 00J1acTh, B KOTOPOH Yy Bac HET JAHHBIX WJIH OIIbITA.

Potential Risks:
IMoTeHHAIbHbIE PUCKH:

Risks to you are expected to be minimal, even if you have engaged in drug use or
other illegal activities. You may become embarrassed, feel discomfort, or become afraid
in the interview when asked to describe your drug use, other activities, or your
engagement with law enforcement and other institutions of authority. The most serious
risk, though still small, is loss of confidentiality. If your status as drug user became
known, it could result in a number of harms, among them stigma, loss of employment or
housing, arrest, or forced treatment for drug abuse. In addition, the process of reflecting
on your drug use, may increase your desire to find referrals for drug treatment. Every
effort will be made to protect your confidentiality and to provide you with referrals for
drug treatment or medical care, if it is available.

Jlyis Bac pUCKM MHHHMMAJIbHBI, JJa)K€ €CIU BBl ObUIM BOBJICUEHBI B yIOTpeOieHHE
HapKOTHKOB WJIM Jpyrue HejerayibHble nedcTBus. CylecTByeT HeOOJBIION PHUCK TOro,
yro Bbl Oyzere UCHBITBHIBATH CMYIIEHHE WIM JUCKOMGOPT MPH pasroBope 00 OMBIT
ynoTpebyieHUs] HapKOTUKOB, APYTUX ACUCTBUSAX, WM BallMX BCTpeyax ¢ paOOTHUKAMU
MIPaBOOXPAHUTEIBHBIX OPraHOB WM APYTUX YUPEKACHUNA Win jaul. CaMbIM CEpbe3HBIM
PHCKOM, XOTs OH MHMHHMAJIEH, SIBJIIETCS pacKpblTHe KOH(puAeHUuanbHocTU. Ecim Bam
CTaTyc moTpeduTenss HApKOTHKOB CTAHOBUTCS M3BECTHBIM, 3TO MOXKET NPHUBECTU K DALY
Ipo0JeM, Cpeu KOTOPBIX CTUIMa, MOTepst padOThl UM KHJIbs, apecT, IPUHYAUTEIbHOE
JeuyeHne OT Hapko3zaBUCUMOCTH. Kpome Toro, mporecc pasMmblIUICHHS O MOTPeOIeHUN
HapKOTHKOB MOJKET IOBBICHTH Ballleé J>KEJIAHWE HAWTH HANpaBJICHUS HA JIEYEHHE OT
HapKO3aBUCUMOCTH. Bce ycunus OyIayT mNpelnpUHUMATbCs JUIsL 3allUThl  Baluei
KOH(QUIECHIIMATPHOCTH ¥ TPEJAOCTABICHUS BaM HANpaBJICHWH Ha JICUEHHE OT
HApKO3aBUCUMOCTH U MEIUIIMHCKOTO OOCITYKUBAHUsI, €CJIM TAKOBOE TOCTYIIHO.

Required disclosures:
Tpedyemble pa3rianmieHus:

The following persons may review the records of this project for compliance with
informed consent and other federal requirements and may therefore have access to
information you provide, although no personally identifiable information about you will
be collected:

Crnenyrolue 01 MOTYT IPOCMOTPETh COOpaHHbIE MaTepUabl IPOEKTA HA MPEAMET
COOTBETCTBHUSI TPeOOBaHHIO WH(GOPMUPOBAHHOTO COTNACHUS U APYrUM (QeaepantbHbIM
TpeOOBAaHUSAM W TaKUM OOpa3o0M MOTYT MMETh AOCTYN K MH(OPMAaLWHU, TPU STOM HE
Oyner coOuparbCs HUKakoW uWHGOpManuu, KOTopas Morjia Obl YCTAaHOBHTH Bally
JMYHOCTB:

e Institutional Review Boards of University of Connecticut, Temple University, and

Harvard Medical School in the United States (U.S.);

e National Institute for Drug Abuse, U.S.;

e Research Ethics Boards in Ukraine, Poland, and Russia.
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e DOruueckuil komurteT YHHBepcuTeTra KOHHEKTHKYT, YHuBepcurera Temiul, u
MEIMIIMHCKOM 1Kokl ['apBap/a;

e HanuoHanbHbI HHCTUTYT 3710ynoTpedaeHus Hapkomanue, CIIA;

e DOtuueckue koMuteTsl B Poccun, Ionpmie u Ykpanne

Measures to reduce potential risks and assure confidentiality
Mepsl, HanpaBJICHHbIC HA CHUKEHHE MOTEHIMAJIBHBIX PUCKOB U HA TAPAHTHIO
COXpaHeHHMs KOH(PHUICHIHAIBLHOCTH

Reducing Potential Risks:
CHMKeHHe MOTeHIHAJIBHBIX PHCKOB:

Local investigators and field workers will be trained to respond to any participant
who becomes uncomfortable during the interview by offering to take a break, skipping
that set of questions, moving on to a different domain of the questions, or simply
stopping the interview. You have the right to decline to answer any part of the interview
or stop at any time.

MecTHbI€ HcClIeIoBaTeNN U NOJIEBbIe PAOOTHUKH MPOHIyT 00ydeHue no padore ¢
YY4aCTHUKaMH, KOTOpPhIE MOTYT TIIOYyBCTBOBAaTh IUCKOM(OPT B XO0Je MPOBEACHUS
uHTEepBbl0. OHM MpeUIoKaT cAelaTh MepepblB U MO3BOJIAT JHOOOMY M3 YYaCTHUKOB
MIPOITYCTUTDh ONpPEJIETICHHbIE BONPOCHL. Y Bac ecTh mpaBo 0TKa3aThCs OTBEYATh Ha KOO0
BONPOC WM TIOKUHYTH HHTEPBBIO B JIIOOOH MOMEHT

The primary risks (although small) to subjects will be potential breaches of
confidentiality, addressed below.

Huxe noliger peub 06 OCHOBHOM pUCKE, KOTOPBIM MOXET BO3HUKHYTH AJisd Bac -
0 HapyIIEHNH KOHPHUIACHIINATLHOCTH.

Confidentiality:
KonduaeHunaabHOCTD:

All investigators and staff will also be trained about the importance of
confidentiality and the steps the project will take to protect confidentiality.

Bce wccnenoBarenn W COTPYOHHMKH MIPOEKTa TaKXke NPOUIyT oOyuyeHue,
MOCBSIIIEHHOE BAXHOCTH COOJIONCHHS KOH(DUICHIIMAIBHOCTH | IIaraM, KOTOpble OyIyT
NPEANPUHATHI B paMKaX MPOEKTa /Uil 32U Thl KOH(PHUIECHIINATILHOCTH.

For interviews with injection drug users, or other informants who might have
engaged in illegal acts, all interview tapes will be retained, but no personally identifying
information will appear on transcripts, or summaries. All tapes, transcripts and
summaries will be coded using unique codes, and signed consent forms will be unlinked
to other materials. Interviews with IDUs will be completely anonymous and no
identifying information will be kept on the tape, transcript or any other field materials. In
addition, exact locations of venues and street scenes where IDUs congregate will not be
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published, only general neighborhood designations. Databases will be password
protected in all sites, and data transmittal will occur by courier to the US.

JUis MHTEpBBIO C MOTPEOUTENAMU HMHBEKIIMOHHBIX HAPKOTHKOB, WJIH JAPYTHMH
nH(pOpMaHTaMHU, KOTOpblE€ MOIJIM OBITh NPUYACTHBI K HEJEerajdbHbIM JIEHCTBUSIM, BCE
IUIGHKA C 3alUCSIMM  HMHTEPBBbIO OYyOyT COXpaHEHBl, HO HHUKaKOi WH(OopManuy,
yCTaHaBJIMBAIOIIEH JIMYHOCTh, HE OyJeT B CTEHOIpaMMax WM pesiome. Bcee muieHkw,
CTEHOTPaMMBI U pe3ioMe OyAyT OMEYEHbI KOJJaMH, a TIOJAMHUCaHHbIe ()OPMBI COTJIACHUS HE
OyIlyT HUKakuM oOpa3oM CBsI3aHbl ¢ npyrumu matepuanamu. Mutepsrto ¢ [IMH Oyayt
MOJTHOCTHIO AHOHMMHBIMH U Ha ayAHO3alHUCsX, B CTEHOTpaMMax WM JPYTUX MaTepuanax
He OyaeT HHKakoW HH(POpPMAIMH, OIPEACNAIONICH JUYHOCTh. Kpome TOro, TOUYHBIC
MECTOPACHOJIOXKEeHUs MecT cbopa u ynuu, rae coOupatorcs I[IMH, ne Oyayr
myOJIMKOBaThCsA. TOJBKO OOIME YIOMWHAHUS OKpecTHOCTe. ba3a maHHBIX Ha Bcex
MecTtax Oynet 3amuineHa nmaposieM. IlepenaBaembie nanusie B CILIA He OyayT conepkaTh
B ce0e HUKaKoi MHGOpPMAITH, YCTaHABIUBAIONIEH JTMIHOCTb.

To help us protect your privacy, we have obtained a Certificate of Confidentiality
from the National Institutes of Health. With this Certificate, the researchers cannot be
forced to disclose information that may identify you, even by a court subpoena, in any
federal, state, or local civil, criminal, administrative, legislative, or other proceedings in
the United States. The researchers will use the Certificate to resist any demands for
information that would identify you, except as explained below.

YroObl MOMOYL HAM 3AIIUTUTH Bamly KOH(UICHIMAIBHOCTb, MBI IOJIYYUIH
CBunerensctBO 0 KOHQUAEHIHMaNbHOCTH  OT  HanumoHanmpHOrO ~ MHCTHTYTa
3apaBooxpaHeHusd. [Ipm HamuyuM JaHHOTO cepTH]UKaTa, HCCIEIOBATENICH HENb3s
3aCTaBUTh PACKPBITh HH(POPMAIIHMIO, C TIOMOIIBIO KOTOPOH MOKHO OBIJIO OBl YCTAHOBHTH
Ballly JIMYHOCTh, JaK€ YEpe3 IOBECTKY O sBKE B CyA U JtoOble (enepaibHbIe,
rOCy/IapCTBEHHbIE WJIM MECTHBIE€ TpaXkJaHCKHUE, YTOJOBHbIE, aIMHUHHCTPATHUBHbBIE,
IIPaBOBBIE WM JIpyTHe cyieOHble pa3ouparensctBa B CHIA.

The Certificate cannot be used to resist a demand for information from personnel
of the United States Government that is used for auditing or evaluation of Federally
funded projects or for information that must be disclosed in order to meet the
requirements of the federal Food and Drug Administration (FDA).

CBUIETENBCTBO HE MOXKET OBITh HCIOJB30BAHO B KAUECTBE OCHOBAaHUS IS
Heynaun uHopmanuu npaButenbcTBy CILIA, xoTopas ucmonb3yercs A ayauTa WA
OLICHKM (UHAHCHPYEMBIX TMPABUTEIBCTBOM TPOCKTOB WJHA JUIS  COOTBETCTBHSA
TpeOoBaHUAM (enepaTbHOro YIpaBleHUs 10 CAHUTAapHOMY HAJI30py 3a KauecTBOM
MUIIEBBIX MPOAYKTOB U MeaukaMeHToB (CIIIA).

You should understand that a Certificate of Confidentiality does not prevent you
or a member of your family from voluntarily releasing information about yourself or your
involvement in this research. If an insurer, employer, or other person obtains your written
consent to receive research information, then the researchers may not use the Certificate
to withhold that information. The local lead investigator and the US PI will monitor
adherence by field workers and staff to project confidentiality policies and procedures.
The US PI or co-PI will review and inspect the confidentiality practices of the foreign
sites during periodic visits.

Bbl nomkHBI MOHMMaTh, 4TO CBUAETENBCTBO O KOH(QUACHIMAIBLHOCTH HE
NPEMATCTBYET BaM WM YeJHAM Balled CEeMbU JOOPOBOJIBHO — PacCIpOCTPAHSTH
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uHpopMalrio o cebe WIM CBOEM Y4acTUH B UCCIeN0BaHUU. Eciau cTpaxoBas KamIaHus,
paboTonaTens WM JpYrol YeJIOBEK IOJly4aeT Balle IHUChMEHHOE CcorJlacue Ha
nojilyuyeHre WHGOpPMAIMK HCCIECAOBAaHUS, MCCIEIOBATENb B TAKOM CIydyae MOXKET He
npuberatb k CBUIETENBCTBY C T€M, YTOOBI OTKa3aTh B MPEIOCTABICHUU HH(OpMALIUHU.
MecTHBIE U aMEpUKAHCKHI TJIaBHbIE HCCIIEAOBATENM OYyAyT MPOBOAMTH MOHUTOPHHT
CTpPOTOTO  COONIOICHUS  TOJUTHUKA UM  TpOLUENyp HpoeKkTa B  OTHOLIECHUU
KOH(HIEHIIMATILHOCTH CO CTOPOHBI MOJIEBBIX PAOOTHHUKOB U MEPCOHANA, MEPHOIMUECKU
Mocelas MecTa MpOoBeICHUS UCCIIEIOBaHMUS.

Potential Benefits from this Study:
IMoTeHnMaNbHBIE BBITOAbI OT UCCIETOBAHMSA:

This project will provide no direct benefit to individual participants, but the
process may provide other benefits to participants and the community. The collective
work of the CAB, focus group, system, interactor and IDU participants may benefit the
community by identifying ways to improve HIV prevention locally, and participants may
benefit from the increased sense of community involvement that their participation
generates.

JIaHHBIN MPOEKT HE MPUHECET HUKAKUX MPSMBIX BBITOJl OTAEIbHBIM yUYaCTHUKAM,
HO B pe3yJbTaTe Npolecca MOIYT IOSBUTHCS JPyrHe BBITOJbl Ul YYaCTHUKOB M
coobmiectBa. KomnektuBHass pabota PI', Qokyc-rpynm, CUCTEMHBIX, WHTEPaKTUBHBIX
yuyactHukoB ¥ [IMH MoxeT npuHecTH BBITOABI Ui COOOIIECTBA, ONPEAEIMB IyTH
ynyumenus npodmwiaktuku BUY Ha MeCTHOM ypoBHE, a YYaCTHUKUA MOTYT MOJIYYHTh
BBIFOJIbl OT MOBBILIEHUS YYBCTBA OOIIECTBEHHON BOBJICYEHHOCTH, K Y€MY NPUBOIUT UX
y4JacTHe.

Participants will receive US$10.00 for their time and transportation expense for
each meeting or interview in which they participate. IDUs will also benefit from
receiving safe sex and injection supplies (no syringes), information and referrals to any
locally available care and services. These benefits, though modest, balance the slight
risks to individual subjects.

VYuactauky noxydat no $10.00 3a yaeneHHoe BpeMs M pacxobl Ha Mpoe3] Ha
KaXIyI0 BCTpeUy WJIM MHTEPBBIO, B KOTOPOM OHM MpuMyT y4actu. [IH Taxoke momydat
BBICOJTy, NOJyYasi IPUHAUIEKHOCTH JJIs1 0€30IIaCHOTO CeKCa M MHBEKIMN (HE IUIMPUILIb),
WHPOPMALIMIO ¥ HANpaBJICHUS B JIIOOYI0O MECTHYIO CIYXKOy WIIM Ha TOJy4eHHUE J000H
JOCTYITHOU moMouIy. /laHHbIe BBITO/IbI, XOTSI OHU U CKPOMHBIE, TPUBOJAT B paBHOBECHUE
HE3HAYUTENIbHBIE PUCKH /ISl OT/ACTBHBIX YYACTHUKOB.

Costs to Participants
3aTrparhl 1J1s1 yY4aCTHHKOB

There will be no costs to participants for participation in this study.
Y4acTHUKH HE IOHECYT HUKAKUX 3aTPAT B CBSI3M C YYACTHEM B JIAHHOM
UCCIIC/IOBAaHUH.

Additional Information or Questions about this Study:
JonoaHuTeabHass HHGOPMALMSA U BONPOCHI OTHOCHTEILHO UCCIEOBAHUA:
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The interviewer and the investigators in this study are willing to answer any
questions you may have about the study or about participation in research in general.

WuTepBbioep U ucciieqoBaTeu TOTOBBI OTBETUTH Ha JII00bIE BOIIPOCHI, KOTOPHIE

MOTYT Y Bac BO3HUKHYTb OTHOCUTCIILHO Bamero ydacTtusd ujin 00 HCCICIOBAaHNUU B

LIEJIOM.

[f you have further questions you can contact your local Principal Investigator:
Ecnu y Bac ecTh BOIPOCHI, CBSIKUTECH CO CBOUM MECTHBIM TJIABHBIM HCCIIEI0BATEICM:

HMuna BeieMupckas
Commonor-uccnenonaresib, KPAAMO «tOJIA»
236039, yi. barpatnona, 39/10
Kamuaunarpaa, Poccus

vyshem@ray.ru

(80112) 217488

Haranes Kunienko

Henaprament o Bonmpocam BUY/CITN ]l n HapkoMaHuu
Opnecckwuii 6arorBoputenbHbIin Gouy «Jlopora k goMmy»
yn.Codwmiickas, 10, a/s 25

Opecca, Ykpauna, 65011

E-mail: kitsenko@wayhome.org.ua

Justyna Sobeyko

[Toasckoe coobmectBo CITJ]
V1. Apkoncka, 4

71-455 Szczecin, Poland
korkiniec@fol-plast.pl

+48 91 431 62 42

Or the overall Principal Investigator for the study:

Zita Lazzarini, JD, MPH

Director, Division of Medical Humanities,
Health Law, and Ethics

University of Connecticut Health Center
263 Farmington Ave. MC-6325
Farmington, CT 06030-6325

phone: 860-679-5494

fax: 860-679-5464

e-mail: lazzarini@nso.uchc.edu

Nnu ¢ oO1uM Ti1aBHBIM UCCIIEIOBATENEM TI0 JAHHOMY TPOEKTY:
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3ura Jlazapunu

Jupektop oTaeneHuss MeTuIMHCKUX TYMaHUTAPHBIX HAYK,
3aKOHOJATEIhCTBA B 00JIACTH 3[PaBOOXPAHEHHUS H STUKU
[lenTpa 31paBoOXpaHeHuss yHUBEpCUTETa KOHHEKTUKYT
263 Farmington Ave. MC-6325

Farmington, CT 06030-6325

ten: 860-679-5494

¢akc: 860-679-5464

e-mail: lazzarini@nso.uchc.edu

For additional information on your rights as a research subject, you can also
contact the office of the IRB at University of Connecticut Health Center at 860-679-3054
or email: chasse@adp.uchc.edu.

3a IOoMOTHUTENbHON nH(pOpMaIMel 0 CBOMX IpaBax Kak CyObeKTa UCCIe0BaHUS,
MO>KHO TaKxe cBsizaThes ¢ oprucom IRB B yHHBepcHuTeTE LIEHTpa 37paBOOXPAHEHHUS
KonnextukyT no tenedony: 860-679-3054 unu 351€KTPOHHOM MOYTE:
chasse@adp.uchc.edu. Bl Taxke Moxere 00paTuThes B ITHUeCKnil KoMuTeT CaHKT-
[TerepOyprckoro MeauimHckoro yauBepcurera uM. akaa. M.I1.ITasnoBa no Tenedony
(812) 2344210, anpecy 197022, r. Cankr-IlerepOypr, yi. JIBa Toncroro, 6/8 win
3JIEKTPOHHOU TouTe miroshenkov(@mail.wplus.net

Voluntary Participation:
JoOpoBoJibHOE yuacTHe:

Your participation in this study is voluntary and you may choose NOT to
participate or to end your participation at any time without any penalty.

Baie ydyactue B JaHHOM UCCIIEIOBaHHUH SIBJISIETCS] JOOPOBOJIBLHBIM, M Bbl MOXeTe
HE npuHMMaTh B HEM y4YacTHs WIIM OCTAaHOBUTH CBOE Y4acTHE B JII000E BpeMs 0e3 KaKHX-
00 B3BICKAHUH.

By signing below you agree to participate in this study and confirm that you have
read or had explained to you the details of this study contained in this form, had the
opportunity to ask questions and have them answered to your satisfaction, and received a
copy of this consent form.

[MomnuceiBasich HMXKe, BBl cornamaerech MPHUHATh y4acTHE B UCCICAOBAHUH U
MOATBEpXKIaeTe, 4To BBl mpounw u MONy4Yusiu OOBSCHEHHE [eTaleld HCCIeI0BaHus,
coZiepKaluxcsi B TaHHOH ¢opme; uro y Bac Obima BO3MOXHOCTH 3a/1aTh BOTIPOCHI H
MOJy4UTh yIOBJIETBOpsIoKe Bac oTBeThl, 1 uT0 BBl MoMyumin KOMuio AaHHON (Gopmbl
MH(POPMHPOBAHHOTO COTJIACHSI.

participant  (initials or pseudonym please) date
YYaCTHHK (YKaKUTE, MOKAITYHCTa, MHULIUAIIBI WM TICEBJIOHAM)  JaTa

investigator date
HCCIIeI0BaTENh nara
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