Ye

K-1icm OJis1 NPOBEOEeHHs eKCnepmu3U. 3pa3ox 0Jisl n00a8ayise

1. KBAJII®IKALISA KOMAH/IW/ Qualification of researchers

1.1

Ocobu, K1 MarOTh TOCTYII JI0 3aITKCIB a00 TaHUX, MAIOTh HAJIGKHUN PIBEHb
IIATOTOBKH Ta KBaJi(ikarrii
/ Those involved in the research and have access to data are qualified

1.2

KonduikT iHTEpEciB, mo noTpedye ynpasiaiHHs 31 croponn Kowmicii, BiacyTHIM
/ There is no conflict of interest that has to be regulated by the IRB

1.3

JlocnimHuIIbKa KOMaHa Ma€e JJOCTATHRO Yacy JJIsl IPOBEJCHHSI Ta 3aBEPIICHHS
OCHIIHKEHHS
/ Research team has a substantial amount of time to conduct the study

1.4

JlocnigHuIbKa KOMaH/Ja Ma€ JIOCTATHIO KUTbKICTh KBaTi()iKOBAHUX CHIBPOOITHUKIB
/ Researcher has the amount of people needed to complete the research
successfully and professionally

1.5

JlocnmigHUIIbKA KOMaHa Ma€ MOKJIMBICTh HaJJaHHS MEIUYHUX a00 IMCUXOJOTTUHHUX
MOCITYT, SIKI MOKYTbh 3HAJI00OUTHCh YYaCHUKAM JIOCIIKEHHS

/ Researcher has the ability to provide any medical/psychological help that
participants may need

2. ONUC I

OCJIII?KEHHS/ Study objectives

2.1

Mera Ta 3aBnaHHs c()OPMOBaHI YITKO Ta 3pO3yMiJIO
/ The aim of the study is formulated in a clear and comprehensive way

2.2

3aBAaHHA JOCHTIIKEHHS BiMOBIIAIOTh 3araibHii MeTi
/ The main research objectives of the study are directly linked to the aim of the
study
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JlocniqTHUK HaJaB BUUEPIHY iH(POpMAIli0 I PO3yMIHHS TEOPETUYHUX OCHOB
IIBOT'O JIOCITI/PKEHHS

/ Researcher has a comprehensive and reliable theoretical background for creating
a meaningful research

3. IM3AMH JOCJIIUKEHHS/ Study design

Z[I/ISaI\/’IH I[OCJ'IiI[)KCHHSI MMPpEACTABIICHO YITKO Ta JAC€TAaJIbHO

3.1 / Methodology of the study is described in a clear and comprehensive way
39 Metoau TOCHIPKEHHS BiAMOBITAIOTH AU3aHHY JOCT1HKCHHS
) / Methodology of the study is directly linked to the aim of the study
33 JocnimxeHHs nependayae BUBUCHHS MEIUYHUX 3aIHCIB
) / Study involves an analysis of medical documentation
JlociTHUK BUKOPUCTOBYE OOMEXEHUI HaOip JaHUX ab0 TaKHii, 10 HE T03BOJISIE
3.4 11eHTU(IKYBaTH yYaCHUKA JOCTIIKEHHS
) / Researcher is using information/data that makes the identification of the
participant impossible
35 ['enepasibHa CYKYIIHICTh ONKMCaHA YIiTKO Ta JI€TaIbHO
) / The general population is clearly described
36 BubipkoBa CyKynHICTh OIMCAaHA YiTKO Ta AETAIBHO
) / Selected population in the study is clearly described
Kpurepii BKJIIOUSHHS Ta BUKJIIOUEHHS YYaCHUKIB JTOCIIKEHHS OIMCAH1 YiTKO Ta
3.7 3po3ymino/ Criteria of exclusion and inclusion of participants in the study is clearly
described
38 Kpurepii BKJIIOUSHHS Ta BUKJIIOUEHHS 00IpyHTOBaHI Ta pouinbHi Criteria of
) exclusion and inclusion of participants in the study is reasonable and expedient
PexpyTHHT yd4acHUKIB OITMCAHO YITKO Ta 3p03yMiIO (1€, XTO 1 KOJIU PEKPYTYE
3.9 YUYaCHHUKIB)

/ The process of recruitment of participants is clearly described (it is
understandable who, when and how is recruiting participants)
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3.10

PexpyTHHT yuyacHUKIB 3/11HCHIOETHCS HA 3aCa/iaX CIIPABEUIUBOCTI Ta PIBHUX
MOJIMBOCTEMN
/ The process of recruitment is based on the fair chance and justice for everyone

3.11

IToTeHMiiHi rpyny yYacHHUKIB, SIKI MOXKYTh MaTH PU3MK BiJ y4acTi y pi3HUX
KOMIIOHEHTAX JOCIIIKEHHS, BU3HAUEHI

/ Potential groups of participants who may be at risk from participating in various
components of the study have been identified.

3.12

Oco6mnuBi ¢i31070Ti4HI, ICUXOJIOTIUHI a00 COliaNbHI XapaKTePUCTUKH YUYACHHUKIB
JOCIIKEHHS, SIKI MOXKYTh MaTH PU3UK, BpaxOBaH1 Ta OMKMCAH1 YITKO 1 3p03yMLIO
/ Physiological, psychological and social characteristics of the participants that
are at risk are identified, described clearly and comprehensively.

3.13

Jlocnigauk 3a0€31eYuB BiICYTHICTh HAMIPHOTO TUCKY Ha YYaCHUKIB
/ The researcher provided an environment with no pressure on participants

3.14

JJist Bpa3MBUX KaTeropiid HaceJIleHHs 3a0e31edeHi JOCTAaTHI TapaHTii ISt 3aXUCTY
Ta PO3yMIHHSI HUMHU CYT1 JTOCIIPKSHHS

/ The vulnerable populations understand the aim of the study and are provided with
guarantees of safety

3.15

Iporiec 300py AaHUX OMKMCAHO YiTKO Ta JCTATBHO
/ The process of data collection is clearly described

3.16

[HCTpyM™MeHTapiil BiANOBIJa€ €ETUYHUM CTaHIapTaM
/ The methodology of the study meets all the ethical standards

3.17

KomneHcartist / cTuMynu y4acTi B IOCHIPKEHHI Ta X oOcsr 3a3HaveHi B [IpoTtokoiti
/ Compensation and incentives for participation in the study and its amount are
clearly stated in the study protocol

3.18

Croci6 xomneHcarii / ctuMyJiB 3a3HaueHo y [Iporoxori
/ The process of providing the compensation/incentives is clearly stated in the study
protocol

3.19

YMOBU HaJlaHHs KOMIIEHcallil / cTuMyiB 3a3HaueHo y [IpoTokoni
/ The terms of providing compensation/incentives are clearly stated in the study
protocol

3.20

KommeHcartist / cTuMynu y4acTi y JOCHIDKEHHI € 00T pYHTOBaHUMH Ta HE 3aHAATO
BEJIMKUMHU, II00M BIJTMBATH HA Oa’KaHHs YYaCHUKIB 3aIUINATHCH Y JOCIIHKEHHI,
KOJIU B iHILIOMY BHUIIaJKy BOHH He OynyTh OpaTtu yuacTb B HboMy / Compensation
and motivations for participation in the study are reasonable and not excessive, so
as not to influence participants' willingness to remain in the study when they would
otherwise not participate.

4. PUBUKU TA IIEPEBAI'UA/ Risks and benefits

Bci pusuku i ydacHUKa JOCTIIKEHHS OMKMCaHI YiTKO Ta JAeTalbHO

4.1 / All the possible risks for participants are clearly described
49 JlocniaHuk nependaynB BCl MOXKIIMBI PU3UKH JUISl YYaCHUKIB
) / Researcher has foreseen all the possible risks for participants
Pusuku a1 yyacHUKIB MiHIMI30BaHi 32 JOTIOMOTOIO TIPOLIEAYP, K1 Y3TOKYIOThCS
43 3 IU3aHOM JIOCHIHKEHHS
' / The risks are minimized by the procedures that coincide with the design of the
study
44 Bci nepeBaru y1st yuacHuKa TOCHIKEHHS OMKMCaH1 YiTKO Ta JAETAIbHO
) / All the possible benefits for participants are clearly described
45 OTpumani nepeBaru nepeBaxaroTh Ha/l MOXKIMBUMHU PU3UKAMHU

/ Benefits are higher than risks
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4.6

JlocniqHUK nepe0aynB aaropuTM yCYHEHHsI HenepeadauyBaHUX 0OCTaBUH ITiJ] 4ac
JOCITIKEHHS

/ Researcher has accounted for an occurrence of the unforeseen circumstances and
has developed a plan on how to deal with them

5. KOHOLIEHIIHHICTD/ Confidentiality

5.1

JlocniaHuk nependayuB BCl MOXKIIMBI J1aHi, sIKi OyyTh CTBOPEHI Ta 3r€HEepOBaHi i
4yac JOCIIHKEHHS

/ Researcher has accounted for all the possible data that will be generated and
created during the study

5.2

JIOCHiTHUK Ma€ BiAMOBIIHI MOJOKEHHS 111010 3aXUCTY KOH(DIIEHIIHHOCTI
y4JacHHUKa JOCIIKEHHS
/ Researcher has all the relevant conditions to ensure participant’s confidentiality
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[Tnan 30epiranHs Ta yTUIi3allil JaHUX BiJIMOBIIA€ Yy TIMBOCTI IaHUX Ta JOCTATHIN
JUTSI 3aXUCTY KOH(D1ACHITIHHOCTI Y4aCHUKIB

/ There is a clear plan for storage and disposal of [sensitive] data and is sufficient
to protect the confidentiality of participants
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[Tepconan nocmikeHHsT Mae 3roay po KoHpineHmiiHicTh / Researchers have
signed confidentiality agreement

6. MPOIIEC OTPUMAHHSA TH®OPMOBAHOI 3T0/IH/ Informed consent procedure

6.1

JlocnipkeHHS. Ma€ MiHIMaTbHUN PU3MK LIKOJM JUIS yYacHHUKA 1 He rependayae
KOJIHUX TIPOLIEYP, VIS SIKMX 3a3BHYail NOTPiOHA MHCHMOBA 3r0/Ia HE3AJIEHKHO Bijl
KOHTEKCTY JIOCIIi/PKCHHS

/ Study has a minimized risks for the participant and does not anticipate any
procedures that require a written consent form regardless of the context of the
study

6.2

[HdopmoBaHa 3rojia € €IMHUM 3aMKUCOM, IO MTOB’SI3Y€ YYACHUKA 3 TOCIIIKCHHSIM,
Ta MO’KE€ MPU3BECTH JI0 MOPYLIEHHS KOH(1IEHIIIHHOCTI
/ Informed consent is the only document that links participant to the research, and
may lead to the disclosure of confidentiality

6.3

VY pa3i BUKopuCTaHHS YCHOI iHPOPMOBAHOT 3r0/, TOCIITHUK HA/Ia€ YYaCHUKY
OKpEeMH IPyKOBAHUM MaTepiai i3 yciero iHpopMaIli€ro npo AOCTiHKSHHS IS
JOJaTKOBOTO O3HAHOMIICHHS

/ In the case of verbal informed consent, the researcher provides the participant
with separate printed material containing all the information about the study for
further review.

6.4

Bci 0co0u MOXKyYTh MOBHICTIO 3p03yMiTH iHPOPMOBaHY 3roly, BUKOPUCTAHY B Hiit
TEPMIHOJIOTi10, 1 BKa3aTH CBi HaMip OpaTH y4acTh y JOCIHIIKEHHI

/ All participants can fully understand informed consent, all the terminology used,
and agree to take part in the study

6.5

daxTopH, sIKi MOXKYTh HaJMIPHO BIUIMHYTH Ha pillIeHHs 0ci0 OpaTH y4acTb y
JOCHII>KEHHS, BIACYTHI (HallpUKIIal, AOCHIIHUK BUKOPUCTOBYE BIIaly, yUaCHUKU
BBOJISITHCSL B OOMaHy, THCK 3 O0KY TPOMaJIChKO1 JYMKH TOIIIO)

/ There are no factors that could affect participant's judgment and willingness to
participate in the study (such as: researcher imposing power; deception and
pressure on participants)

6.6

[Iporiec HataHHsI 1 OTPUMAHHS 3TOAM € MAHOOJWBHUM 1 IOCTATHIM I PO3yMIHHS
HEOCBIYCHUMH YYaCHUKAMHU

/ The process of getting an informed consent is respectful and can be understood by
all the groups (including illiterate participants)
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6.7

SIkimo nociipkeHHs nepeadadae yqacTh CTapIIuX A0POCIUX (JIITHIX Jroaei),
nepeadavyeHa MOXKIIMBICTh BUKOPUCTAHHS 3O BiJl iMEHI 1HIIOT 0cO0n
(MiKITyBaJbHUK/MIKITYBAIBHULISL, POJMYI TOLIO)

/ If the study involves older adults (the elderly) , consent may be obtained on behalf
of another person (guardian, relatives, etc.).

6.8

SAxio mocmipKeHHs nepeadadae yqacTh IiTei BiIkoM MeHIe 14 pokiB,
nepeadavyeHa HassBHICTh 1HPOPMOBAHOI 3roAM BiJ OATHKIB/OMIKYHIB

/ If the study involves children under the age of 14, informed consent from
parents/guardians is required.

6.9

[ndopmoBaHa 3roga MiCTUTh AOCTATHIO iHPOPMAILIIIO 0COOU IS IPUIHATTS HEIO
OOTPYHTOBAHOT'O PIIIEHHS PO Y4acTh

/ Informed consent has all the needed information so that participant is able to
make a reasonable and fair decision about their participation

6.10

3a3Ha4YeHo YITKUI MEXaHi3M BHECEHHsI yUaCHUKaMH OCOOMCTHX JIaHUX Ipo cede
/ There is a clear description of confidentiality and usage of personalized data

6.11

Oco0y, sika Ma€ MMpaBo OTPUMYBaTH iH(HOPMOBaHY 3roJly, BKa3aHO YIiTKO Ta
3pO3yMLIIO

/ Information on the person who can receive an informed consent form is clearly
stated

7. 3MICT IHOOPMOBAHOI 3roJif/ Informed consent form

7.1

[osicHeHHST METH JTOCITIIKCHHS
/ Information about main goals of the study

7.2

OpienToBHUH Yac, HEOOXITHUHN /TS y4acTi B JOCTIKEHH1
/ Information about the time needed to take part in the research

7.3

Omnuc mporieayp, SKUM HEOOX1THO CITITyBaTH y MEXax JTOCIIIKCHHS
/ Descriptions of the procedures that have to be completed during the research

7.4

[NosicHeHHsT OyIb-SKUX TPOLEAYD, SAKi € EKCIIEPUMEHTATbHUMU
/ Detailed information on the experimental procedures

7.5

Omnuc Oyap-sKUX pU3UKIB 00 TUCKOMDOPTY Ul yUYACHUKIB
/ Description of all the potential risks for the participant

7.6

Omnuc nepesar i y9aCHHUKIB TOCIIDKEHHS a00 1HIIHIX 0Ci0
/ Description of all the benefits for the participant or other persons

7.7

Omnuc yMoB, 3a SIKHX YYaCHUKH OTPUMYIOTH CTUMYJIH Ta BUHATOPOTY
/Description of the procedures of possible incentives and rewards for participant

7.8

[TosicHeHHsI TOrO0, IKUM YUMHOM 30epiratoTbesi KOH(D1IeHIiiHI 3amnucH, 3a SKUMHU
MOYKHA IIeHTH(IKYBaTH y4acHUKA JTOCIIKECHHS

/ Description of how all the confidential data/ materials that could potentially
disclose the identity of a participant are stored

7.9

[MosicuenHs ToTO, 10 Oy/Ie 3pOOJICHO 31 BXKE 310paHot0 iHPOPMAITIETO, KO 0c00a
BHUPIIIUTH MPUITUHUATH CBOIO YYaCTh Y JOCIIHKCHH1

/ Description of how the received information will be treated if participant would
want to resign from participation in the study

7.10

Jl1st mocmiKeHb, 1oB’ 13aHuX 31 300poM 11eHTH iKY 0401 iHhOpMaIlii, HAsIBHICTb
OJTHOTO 3 IBOX TBEP/KEHbB:

/For the research that is connected to the information collected that could pose
threat to confidentiality, one of two statements has to be present in the form:

1. TBepmKeHHs Mpo Te, 1O iAeHTU(IKaTOpu Oy IyTh BUJIAIEHI, a MicIs BUJATCHHS
imenTHdikaTopiB iHGopMaIlis MOke OyTH BUKOpPHCTaHA [T MaiiOyTHIX
JOCIIKEHB, 400 PO3MOBCIODKEHA Cepel IHIITUX TOCITITHUKIB JIsl MallOyTHIX
JOCIIKEHBb 0€3 101aTKOBOI iIHPOPMOBAHO1 3Tr0IH
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/ 1. Statement that all private information will be deleted and after that obtained
information could be used for future research or be used by other researchers
without additional informed consent from the participant

2. TBepmxeHHS Mpo Te, 110 iHpopMaIlis, OTpUMaHi Bil y9aCHUKA, HaBITh SKIIO
imenTHdikaTopu BuaaieHi, He Oy/1e BAKOPHCTOBYBATUCH 200 PO3MOBCIOIKYBATHCh
JUTSI MAOYTHIX JOCTIHKCHb.

/ 2. Statement that information collected from the participant even after deleting
private information will not be used in the future research

[TosicHeHHST TOTO, 3 KUM KOHTAKTYBaTH 3 OY/Ib-SKUX MTUTAHb 3 IIPUBOIY
nociimxeHus: /Detailed information on whom to contact if any questions appear
during/ about the research:

1. Im’s1, ipi3BHIIe ['osTOBHOTO MOCIITHUKA Ta HOTO KOHTAKTHA 1H(pOpMAITis.

2. TBepmKeHHS MPO Te, 110 A0CHIiKeHHs 0yIo 3aTBepakeHo KoMiciero 3 mutanb
7.11 etuku 1Y «llentp rpomaacekoro 310pos’ss MO3 Ykpainu» Ta KOHTaKTHA
iHpopMmaris Komicii.

/ 1. First name and last name of the leading researcher and their contact
information.

2. Statement that the study has been approved by the IRB and contact information
of the IRB.

Indopmartis po Bifeo- abo aymio-3amnuc y npoueci JOCTIHKEHHS
7.12 / Information about any video- or audio-recordings that might be used during any
research procedures

Jlyis nociimKeHs 3 OUTBIT HibK MIHIMaThHUM PU3UKOM HajaHa iH(OpMAaIis 1010
nepeadaueHoi KommeHcalii Ta / abo JOCTYITHOCTI MEIUYHUX MPOIEAYpP Y pasi
7.13 TpaBMU

/ For the studies involving more than minimal risks there is information about
compensation and/or available medical assistance in case of trauma

Jlnist TOBTHX Ta CKJIAAHUX (POPM 3roJii — KOPOTKUN BUKIA[ iH(pOpMAILii, sika MOKe
JIOTIOMOTTH YYaCHHUKY 3pO3yMITH MPUYMHU HOTO 3a7Ty4€HOCTI 10 JOCTIIKEHHS

/ For long and complicated informed consent forms — a shorter version of the main
points that may help the participant to understand their role in the research

7.14

MosxnuBi 00CTaBUHHU, 32 SIKUX JOCTITHUK MOXE MPUTTUHUTH Y9acTh OCOOH Y
JOCIIKEHH1 0€3 BpaxyBaHHS 3r0/IM OCTaHHBO1

7.15 / Possible obstacles that can make the researcher stop the procedure and
participant’s involvement in the study without previous consent from the
participant

Bynp-siki 10AaTKOB1 BUTpATH YYacHHKA, K1 MOXKYTh BUHHUKHYTH TiJ 4ac
7.16 JOCITIKEHHS
/ Any additional costs and obstacles that may occur during the research

Hacnigky npuiiHATTS yYaCHUKOM PIIICHHSI PO BUXI1J 3 JOCTIHKCHHS Ta
MPOLIEYPH BIOPSIKOBAHOTO MPUIMMHEHHS HOTO Y4acTi

/ The consequences that may occur if a participant decided to quit the study and
procedure of their termination from the study

7.17

[Tpubnu3Ha KiIbKIiCTh 0¢i0, 110 6epyTh Yy4acTh Y AOCHTIHKEHH1

7.18 / An approximate number of participants in the study

TBepKeHHS PO KIIHIYHY 3HAYYIIICTh PE3yIbTaTiB HOCIIKEHHS, 30KpeMa YMOBHU
HA/IaHHS OKPEMHUX pPe3yJIbTaTiB yYaCHHKaM

7.19 / A statement on the scientific and clinical importance of the research, and the
information that important results of the research will be withheld from
participants

8. KOHTPOJIb AKOCTI TOCJII’KEHHS1/ Data quality control
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[Inan nociimKeHHs MICTUTh MOHITOPUHT 310paHuX JaHUX i 3a0€3MeYeHHS
0e3IMeKn yJYaCHHUKIB

8.1 o
/ Research plan accounts for the monitoring of collected data to ensure safety of
participants

2.9 JlocmipkeHHS BUMarae OUTbII, HiXK IOPIYHOTO MOHITOPHHTY 31 ctoponu Kowmicii

/ Research needs more than one re-evaluation from the IRB




