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1. KBAJII®IKALIISI KOMAHAM/ Qualification of researchers

Oco0u, K1 MarOTh JIOCTYT JI0 3aMUCIiB 200 JaHUX, MAIOTh HAJIC)KHUIA PIBEHB IMTIJATOTOBKU Ta

11 kBamiikanii / Those involved in the research and have access to data are qualified
19 KOHQ)HiKT iHTEpeciB, 110 moTpedye yupasiiaas 31 croponu Kowmicii, Bigcyrtniii / There is no conflict of
' interest that has to be regulated by the IRB
13 [locniz[H_HK Mae JIOCTATHBO YaCy [UIs HPOBE/ICHHS Ta 3aBEPIICHHS nocmimkenns / Researcher has a
' substantial amount of time to complete the study
14 JlocnmimHUIIbKa KOMaH/1a Ma€ JIOCTAaTHIO KIJIbKICTh KBaJTi(pikoBaHUX cnino6_iTHI/IKiB / Researcher has the
' amount of people needed to complete the research successfully and professionally
JlocimiqHUIIbKa KOMaH 1a Ma€ MOXIIMBOCTI MEIMYHUX 200 TICHXOJIOTIYHUX MOCIYT, SIKi MOKYTh
1.5 | 3namobutuck yuacuukam nociimpkerns/ Researcher has the ability to provide any

medical/psychological help that participants may need

2. OIMUC JOCIIIKEHHSI/ Study objectives

Merta Ta 3aBnanHs chopmoBaHi 4iTko Ta 3po3ymino/The aim of the study is formulated in a clear and

2.1 ‘
comprehensive way
29 3aBiaHHs IOCHIPKEHHS BIAMOBINat0Th 3araibHii MeTi / The main research objectives of the study are
' directly linked to the aim of the study
JlociTHUK HaJlaB BUYEPITHY 1HPOPMAITIIO I PO3YMIHHS TEOPETHYHUX OCHOB IIBOTO JOCIIDKEHHS
2.3 | IResearcher has a comprehensive and reliable theoretical background for creating a meaningful

research

3. JM3ANH JOCJILIKEHHSI/ Study design

Jlu3aiiH JOCITiKeHHS Tpe/ICTaBIeHO YiTKo Ta aetaiabHo /The methodology of the study is described in a

3.1 .
clear and comprehensive way
39 MGTOI[I/I aocni_zmceHHs{ BIAMOBIAArOTH qu3aitHy mociimkenns / Methodology of the study is directly
' linked to the aim of the study
33 Z[ocnizmceHI_{;I nependavyae BUBUCHHS MeauuHux 3amucis /Study involves an analysis of medical
| documentation
34 ZIOCJ_IiLm«?HH;I nepez[Gaqae BHBYCHHS 3axuiieHoi MmeauuHoi iHdopmarii/Study includes an analysis of
| confidential medical documentation
JloCIiTHUK BUKOPUCTOBYE OOMEKeHHMI Habip 1aHuX a0o Takuid, 10 HEe JO3BOJISE 1IeHTU(DIKYBAaTH
3.5 | yuacnuka nociimkenns / Researcher is using information/data that makes the identification of the
participant impossible
3.6 | I'enepanbHa CYKYIHICTB OnMcaHa 9iTko Ta aetaiabHo / The general population is clearly described
37 BI/I6i1:_)I<0Ba CYKYIHICTbh OnucaHa 4iTko Ta aetanbHo / Selected population in the study is clearly
| described
38 KpHTepi'l' BKJTIOUCHHS Ta BUK/TIOYCHHS y_qaCHI/IKiB I[O_CJ'IiI[)KeHH}I orH/_IcaHi giTko Ta 3po3ymino/ Criteria of
' exclusion and inclusion of participants in the study is clearly described
39 Kpurepii BKIIOUCHHS Ta BUKIIIOYEHHS 00rpyHTOBaHi Ta nouiibHi Criteria of exclusion and inclusion of
' participants in the study is reasonable and expedient
PexpyTHHT yYaCHHKIB OIMCAHO YiTKO Ta 3p0O3yMiJI0 (1€, XTO 1 KOJu pekpyTye ydacHuKiB) / The process
3.10 | of recruitment of participants is clearly described (it is understandable who, when and how is
recruiting participants)
311 PexpyTtunr yqac_HmciB S:HiﬁCHIOGTBCH Ha MPUHIIMITAX cnpaB_eJ:[nHBOCTi Ta piBHUX MOximBoctei/ The
process of recruitment is based on the fair chance and justice for everyone
312 Y4acHuKH, SIKi MOXKYTh MaTl pU3UK Bix y4acTi, inentudikosani/ All the participants that are at risk are
identified
Oco6uBi ¢i310J10T14HI, ICUXOJIOTIYHI 200 coIlialibHI XapaKTePUCTUKU YUACHUKIB JOCHIKEHHS, K1
3.13 | MOKyTh MaTH PH3HUK, BpaxoBaHi Ta imentudikosani/ Physiological, psychological and social
characteristics of the participants that are at risk are identified
314 JlocmimHuK 3a0€3MeUrB BiACYTHICTh HAIMIPHOTO TUCKY Ha YYaCHHKIB

/The researcher provided an environment with no pressure on participants
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3.15

Jlnist Bpa3nuBUX KaTeropiii HaceneHHs 3a0e3MeyeHi JOCTaTHI TapaHTii A 3aXUCTY Ta pO3yMiHHS HUMHU
CYTi TOCIIDKCHHS
/The vulnerable populations understand the aim of the study and are provided with guarantees of safety

3.16

ITporec 360py manux omrcaHo 4iTko Ta aetaabHo/ The process of acquisition of data is clearly
described

3.17

IncTpymenTapiii Bignosigae ernunum crangapram/ The methodology of the study meets all the ethical
standards

3.18

KommneHcariist / ctumysm ydacTti y qociimkenHi 3a3nadeni y [Iporokosi/ Compensation and incentives
for participation in the study are clearly stated in the study protocol

3.19

Crocib xomreHcarii / ctuMyiiiB 3a3Hadeno y IIporokoi / The process of providing
compensation/incentives is clearly stated in the study protocol

3.20

YMoBH HalaHHS KOMIICH Il / ctumyJIiB 3a3Hadeno y I[Iporokosi / The terms of providing
compensation/incentives are clearly stated in the study protocol

3.21

KomrmieHcartist / cTuMyiu ydyacTi y 1ociikeHHi € oorpynroBanumu / Compensation and motivations for
participation in the study are justified

4. PUBUKU TA NEPEBATI'U / Risks and benefits

Bci pusuku 11t y4acHUKa JOCTIIKEHHS OMKCaH1 YiTKO Ta JeTalbHO

4.1 : ) e )
/ All the possible risks for participants are clearly described
42 Z;ocnileHK n_epe,u6aqHB BCi MOJKJIMBI pu3uku Ut yuacHuKiB / Researcher has foreseen all the possible
' risks for participants
43 PI/I3I/I‘KI/I JUTSt yqaCHI/II_ciB MiHiMi?,o_Ba_Hi 3a JIONOMOTOI0 TIPOLIEYD, $I.Ki Y3TOJDKYIOTBCS 3 JU3aitHOM
' nocmimpkenns /The risks are minimized by the procedures that coincide with the design of the study
Bci nepeBaru asist y9acHUKa JOCIHIHKEHHS OMUCAHI YiTKO Ta JeTaIbHO
4.4 . . . .
/ All the possible benefits for participants are clearly described
45 OTpI/IMaHi nepeparu nNCpeBaXaroTb HaJl MOKJIIMBUMH PU3HKAMUA
"~ | / Bengefits are higher than risks
JIoCITiTHUK Tepe10ayuB aJIrOPUTM YCYHEHHS HerepeadauyBaHuX 00CTaBHH i1 9ac AOCHTiHKeHHs /
4.6 | Researcher has accounted for an occurrence of the unforeseen circumstances and has developed a plan

on how to deal with them

5. KOH®LJIEHIIMHICTH/ Confidentiality

JlocmiHuk nepeadavnB BCi MOXKITUBI J1aHi, siKi Oy IyTh CTBOPEHI Ta 3r€HEPOBaHI ITiJ] yac AOCIiHKeHHS /

51 . . .
Researcher has accounted for all the possible data that will be generated and created during the study

59 JlocmigHUK Mae BiAMOBITHI TIOJIOKEHHSI IO/I0 3aXUCTY KQH_(bi)JeHuiﬁHO(_:Ti ydacHuKa nmociimkeHHs /

' Researcher has all the relevant conditions to ensure participant's confidentiality

[Tnan 36epiranHs Ta yTuii3alii JaHUX BiANOBIAAa€ YyTIMBOCTI IaHUX Ta TOCTATHIN Ui 3aXUCTY

5.3 | xoudinenminocti yuacuukis / There is a clear plan for storage and disposal of [sensitive] data and is
sufficient to protect the confidentiality of participants
Oco0u, K1 MarOTh IOCTYT JI0 3aMKCIiB 200 JaHUX, MalOTh HAJICKHUN PIBEHB MIJATOTOBKU Ta
kBasidikaritii / Those, who have access to sensitive data are trained and qualified to work with it

55 [Mepconan mocmipKeHHs MarOTh 3rojy Mpo KoHdineHmiiHicTs / Researchers have signed confidentiality

agreement

6. IPOIIEC OTPUMAHHSI IHOOPMOBAHOI 3IOJIN/ Informed consent procedure

6.1

IH(I)OpMOBaHa 3rojga € €EJMHUM 3aIliCcoM, 110 HOB’}I3y€ y4aCHUKaA 3 I[OCJ'Ii,Z[)KeHH}IM, Ta MOKC IIPU3BECTHU
JI0 TIOPYIIEHHS KOH(1IEHIIIHHOCTI

/ Informed consent is the only document that links participant to the research, and may lead to the
disclosure of confidentiality

6.2

JlocnmipKeHHsT Ma€ MiHIMAJIbHUNA PU3HK IIKOJU JJIsl yYacHHUKA 1 He mepen0ayae o JHUX Ipouesyp, s
SIKMX 3a3BHYail MOTpiOHA MUCHMOBA 3Tr0/Ia HE3aJIEKHO B1JI KOHTEKCTY JTOCIIIPKEHHS

/ 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

6.3

Jocnigauk 3a6e3nedye y4acHUKa JOCIiHKEHHS MMCbMOBUM 1HPOPMAIITHIM JTUCTKOM IIOJI0
JIOCITIJDKEHHS Y pa3i BIIMOBH BiJI BAKOPUCTAHHS MUCHMOBO1 iH(HOPMOBAHOI1 3r0In
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/ The research has to provide a participant with a written information sheet about the research in case
that written informed consent form is not used

Bci 0coOu MOXyYTh OBHICTIO 3p03yMiTH iHPOPMOBaHY 3rofy, BAKOPUCTAHY B Hill TEPMiHOJIOTIIO, 1
BKa3aTH CBiil Hamip OpaTH ydacTh y JTOCTIIKEHH]

6.4 / All participants can fully understand informed consent, all the terminology used, and agree to take
part in the study
Komnpomeryroui pakTopH, SiKi MOKYTh HaIMIPHO BIUTMHYTH Ha PillIEHHs 0ci0 OpaTH y4acTh y
JOCITIJDKEHHS, BIICYTHI (HAPHUKIaI, JOCIITHUK BAUKOPUCTOBYE BIIay, YIACHUKH BBOJISTHCS B OOMaHYy,
6.5 | THCK 3 60Ky rpOMa/ICEKOT TyMKH TOIIIO)
/ There are no compromising factors that could affect participant’s judgment and willingness to
participate in the study (such as: researcher imposing power; deception and pressure on participants)
[Iporiec HamaHHs 1 OTPUMAHHS 3TOH € MAHOOJUBHUM 1 TOCTATHIM JUIsl PO3YMIHHSI HEOCBIYCHHUMH
6.6 | YiacHHKaMK
"~ | / The process of getting an informed consent is respectful and can be understood by all the groups
(including illiterate participants)
[npopmoBaHa 3roga MiCTUTh AOCTATHIO iH(GOPMAIIiI0 0COOH JIJIsl MPUNHHATTS HEIO OOTPYHTOBAHOTO
6.7 pILICHHS PO y4acTh
| /' Informed consent has all the needed information so that participant is able to make a reasonable and
fair decision about their participation
6.8 3a3Ha4yeHo YITKUN MeXaHi3M BHECEHHS Y4aCHUKaMHU ocodHucTUX JaHHUX IIPO cebe
" |/ There is a clear description of confidentiality and usage of personalized data
6.9 Oco0y, sika Mae IpaBo OTPUMYBATH iHPOPMOBAHY 3ro/Ty, BKa3aHO YITKO Ta 3p03yMLIIO

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

7. 3SMICT IHOOPMOBAHOI 3ro i1/ Informed consent form

7.1

[TosicHEeHHS MeTH TOCIIIKEHHS
/ Information about main goals of the study

7.2

OpieHTOBHUI Yac, HEOOXITHUI IS y4acTi B TOCI1KEHHI
/ Information about the time needed to take part in the research

7.3

Omnuc nporenyp, SKUM HEOOX1THO CIITyBaTH Y MEKax JTOCIiKEHHS
/ Descriptions of the procedures that have to be completed during the research

7.4

ITosicHeHHs! OyIb-SIKUX NPOLEAYP, K1 € EeKCIIEPUMEHTAIbHUMHU
/ Detailed information on the experimental procedures

7.5

Onuc Oyab-IKUX pU3UKIB 00 TUCKOM(OPTY JUIsl yUACHUKIB
/ Description of all the potential risks for the participant

7.6

Omuc niepeBar ajisl y9aCHHKIB JIOCIIKEHHS a00 1HIIHNX 0C10
/ Description of all the benefits for the participant or other persons

7.7

Ommc YMOB, 3a IKUX YYaCHUKH OTPUMYIOTh CTUMYJIM Ta BUHAropoay
/Description of the procedures of possible incentives and rewards for participant

7.8

[TosicHeHHSs TOTO, SIKUM YHHOM 30epiratoThcsi KOH(1ACHIIIHI 3a1cH, 3a SIKUMHA MOKHA
imeHTH]IKyBaTH YYaCHUKA JOCIIIKEHHS

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

7.9

[TosicuenHst Toro, 110 Oy1e 3p00JICHO 31 BKe 310paHor0 1HGOPMAITIETO, SIKIIO0 0C00a BUPIIIUTH
MPUITMHUTH CBOIO YYaCTh Y TOCIIIKEHHI

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

7.10

Jlnia nociiakeHb, OB’ A3aHUX 31 300poM 11eHTH(iKyI0u0i iHPOopMaIlii, HassBHICTh OJHOTO 3 JBOX
TBCPAKCHD:

[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:
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1. TBepmxeHHs PO Te, MO 11eHTH(IKaTopu OyAyTh BUJANICH], a TICIs BUAAICHHS 11eHTH(IKATOPIB
iHdopmarltis Moxe OyTH BUKOPUCTaHA JUIsl MAaOYTHIX AOCIIHKEHB, a00 PO3MOBCIOKEHA CEPET IHIITUX
JOCIITHUKIB 711 MalOYTHIX AOCHIPKEeHb 6€3 101aTKOBO1 iHHOpMOBaHOT 3roau

/ 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. TBepmKkeHHs PO Te, 110 iH(popMaIlis, OTpUMaHi BiJl y4aCHUKA, HABITh SKIIO 1ACHTH(IKATOPH
BHJIaJIeH], HE Oy/Ie BUKOPHUCTOBYBATHUCH a00 PO3IOBCIOIKYBATHCH 11 MAHOYTHIX JTOCIIIIKEHb.

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

7.11

[TosicHeHHs TOTO, 3 KM KOHTaKTyBaTu 3 OyIb-SIKMX MMUTaHb 3 IpuBoay Aociimkenns: /Detailed
information on whom to contact if any questions appear during/ about the research:

1. Im’s1, mpizBuie ['onoBHOTO qOCTiAHUKA Ta HOTO KOHTAKTHA iH(OpMAaIIisl.

2. TBepmKeHHS IO Te, 0 AOCHiKeHHs Oyo 3aTBepmkeHo Komiciero 3 nutans etuku Y «Llentp
rpomajickkoro 310poB’st MO3 Ykpainu» Ta koHTakTHA iHQopmarris 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

7.12

Indopmaris npo Bigeo- abo ayaio-3amnuc y npoueci JOCTiKEeHHs
/ Information about any video- or audio-recordings that might be used during any of the research
procedures

7.13

Jnist mociipkeHs 3 OB HiXK MiHIMAJIbHUM PU3HKOM (30KpeMa TakuX, Je repeadadeHo 3a0ip KpoBi)
HagaHa iH(opmaris moao nepeadadeHoi KomneHcarlii Ta / a0 AOCTYMHOCTI MEIUYHUX TPOLEAYD Y
pasi TpaBmMH

/ For the studies involving more than minimal risks (particularly those involving blood sampling) there
is information about compensation and/or available medical assistance in case of trauma

7.14

Jl11s TOBTUX Ta CKIaAHUX (POPM 3roJ U — KOPOTKUN BUKIIAL iHPOpMAIIii, IKa MOXKE TOTIOMOTTH
YYaCHUKY 3pO3YyMITH MIPUUYUHH MOTO 3Ty4EHOCTI 10 TOCTIIKEHHS

/ 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

7.15

MoxnBi 00CTaBHHH, 32 SKHX Y4acThb JOCIITHUK MOKE IPUIUHUTH Y4acTh OCOOH Y OCIiIIKEHH1 0e3
BpaxyBaHHS 3rOAW OCTaHHBOL

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

7.16

Byap-siki 107aTKOBI BUTPATH YYACHHKA, SIKI MOKYTh BHHUKHYTH TiJ] 4ac AOCHIKEHHS
/ Any additional costs and obstacles that may occur during the research

7.17

Hacniiky npuiiHATTS y4aCHUKOM pIIIEHHS PO BUX1J 3 JOCIIPKEHHS Ta MPOLELypH BIIOPSIIKOBAHOTO
MPUITMHEHHS HOTOo y4acTi

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

7.18

[Tpubnu3Ha KUIbKICTh 0Ci0, 1110 OepyTh y4acTh Y JOCTIIKEHH1
/ An approximate number of participants in the study

7.19

3asBa PO HAYKOBY 3HAYYIIICTh PE3YJIBTATIB JOCIIHKEHHS, 30KpEMa YMOBH HA/IaHHS OTO pe3yJIbTaTiB
Y4aCHUKaM

| 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 AIKOCTI JOCJIIJIPKEHHSI/ Data quality control

[Tnan mocipKeHHS] MiCTUTh MOHITOPHHT 310paHuX JaHUX JUTst 3a0e3neueHHs Oe3MeKn YYacHUKIB /

8.1 oo >
Research plan accounts for the monitoring of collected data to ensure safety for participants
8.2 | amuranoBaHMi MOHITOPHHT sikocTi jociimkents / Monitoring of the research quality is planned
83 JlocmipkeHHs: BUMarae O1TbIIn, HijK IOPIYHOr0 MOHITOPHHTY 31 ctoponu Kowmicii / Research needs more

than one re-evaluation from the IRB




