XenbCUHKCKas Aexknapauus
BceMMpHOM MeaULIMHCKOW accoumalmm

dTnyeckMe NMpUHLUMMNbI NPoBeAeHUs MeAUMLMHCKUX UCCIIefoBaHMii C yyacTUeM YesioBeka B KauvecTBe
cy6bbekTa

MpuHsiTa Ha 18-oi M'eHepanbHolt Accambnee BMA, XenbCuHKU, ®UHNSAHAMS, UOHb 1964 T,

N3MEHEHUS1 BHECEHbI:

Ha 29-oi1 l'eHepanbHol Accambrniee BMA, Tokno, SnoHus, okTsbpb 1975 T.

Ha 35-oi l'eHepanbHol Accambnee BMA, BeHeuusi, UTanus, okTs6pb 1983 T.

Ha 41-oi l'eHepanbHol Accambnee BMA, TOHKOHT, ceHTsi6pb 1989 r.

Ha 48-oi1 leHepanbHol Accambnee BMA, ComepceT Bect, KOAP, okTs6pb 1996 r.

Ha 52-ol1 l'eHepanbHon Accambnee BMA, 3amH6ypr, LoTnaHams, okTs6pb 2000 .

Ha 53-eit 'eHepanbHol Accambnee BMA, BawwmnHrtoH, CLUA, okts6pb 2002 r. (A06aBneHo pasbscHEHNE)
Ha 55-oi1 'eHepanbHo Accambnee BMA, Tokuno, AnoHus, okTs6pb 2004 r. (106aBneHo pasbsiCHEHME)
Ha 59-oi1 l'eHepanbHol Accambnee BMA, Ceyn, Pecnybnuka Kopes, okts6pb 2008 r.

Ha 64-oi l'eHepanbHol Accambnee BMA, ®opTanesa, bpasunus, oktsa6pb 2013 1.

Mpeambyna

1. BcemupHass MeauumHckas Accoumaums (BMA) paspaboTtana XenbCUMHKCKYKO [leknapaumio B KayecTBe CBOAa
3TUYECKUX MPUHLIMMOB NPOBEAEHUSI MEANLIMHCKMX UCCNEeN0BaHMIA C yYaCTMEM YENOBEKa B KauecTBe Cy6bekTa, B TOM
yncne UCCNENO0BaHNIN BUONTOrMYECKMX MAaTEPUANoB UMW AaHHbIX, AOMYCKALWMX UAEHTUDUKALIMIO ML, OT KOTOPOro
OHM BbININ NONYyYEHBI.

TekcT deknapaunn npegHasHayveH A1 UCNosb30BaHUS B Ka4ecTBe LeIOCTHOMO AOKYMEHTa, U KaXKaoe ero oTaesibHoe
NOJIOXXEHMNE AO0JIHKHO NPUMEHATBLCA C YHETOM BCEX APYrUX NMPUMEHUMbIX MOSIOXKEHWIA.

2. B cooTBeTCcTBUM € nonHoMoumamu BMA, [leknapaums agpecoBaHa, npexzae Bcero, sBpadam. BMA npu3biBaeT apyrux
NNL, BOBJIEYEHHbIX B MEAMUMHCKME WCCNeAOoBaHMSl C yy4acTMeM YernoBeKa B KavecTBe CybbekTa, CnefoBaTb 3TUM
npuHUMNamM.

OCHOBHbIE NPUHLMUMbI

3. XKeHeBckasi Aeknapauus BMA onpeaensieT A4onr Bpaya cieayrowmMmy coBamu: "340poBbe MOEro naumeHTa byaer
MOE€li rMaBHoO 3a60Toi", a MeXAyHapoaHbI Koaeke MeauUMHCKOM 3TUKK rnacuT: "Bpad npyu okasaHuv MeAULIMHCKOW
MOMOLLM [JO/KEH AENCTBOBaTb B MHTEpecax nauueHTa".



4. [onr Bpaya — NoAAEPXMBaTb M OXPaHATb 300POBbe, 6/1aronosyymne 1 NpaBa NaUMeHTOB, B TOM YKC/e TeX, KoTopble
YYaCTBYIOT B MEAMLIMHCKOM UCCNEA0BaHMN. 3HaHUSA 1 COBECTb Bpaya A0KHbI 6biTh HAMPaB/eHbl Ha Cly)KEHUE 3TOMY
AoNry.

5. I'Iporpecc MeAULMHbI OCHOBaH Ha Hay4HbIX UCCNeAoBaHUAX, KOTOpPblE, B KOHEYHOM CYETE, AOJKHbl BKJ1HOYATb
nccneaoBaHmsa € yd4actmem mo,qeﬁ B KayecTee Cy6'b€KTOB.

6. OCHOBHas Lieflb MEAULIMHCKUX UCCNEA0BaHWUI C y4acTUeM YeloBeka B KauyecTBe Cy6bekTa COCTOMT B TOM, YTOGbI
NOHATb MNPUYUHbI, MEXaHU3Mbl Pa3BUTUA U NOCNEACTBUA 3a6oneBaHuint U COBEPLUEHCTBOBATb I'IpOCbVIJ'IaKTVI‘-IECKVIe,
AMArHoCTUYECKME U TepaneBTMYECKUe BMeLIaTenbCTBa (MeToabl, Mpouedypbl ¥ BUAbI Tepanuu). [axe nydwune us
MPOBEPEHHBIX BMELWATENbCTB A0/MKHbI MOCTOSIHHO NMOCPEACTBOM WCC/IEA0BaHMIA NOABEPraTbCs OLEHKE Ha NMPeaMET UX
6e30nacHoCTH, 3HEKTUBHOCTU, AENCTBEHHOCTU, AOCTYMHOCTM M KayecTBa.

7. MeguuMHCKME uccnenoBaHuUs [AOSHKHbI MPOBOAUTLCA C cobnogeHneM aTuyeckux CTaHAapTOB, raApaHTUPYHOLWNX
YBaXX€HWe KO BCEM CY6beKTaM nccneaoBaHun u 3alnTy UX 340p0BbsA U Npas.

8. B 10 BpeMA KaK OCHOBHas LeJlb MEANLUMHCKNX NCCNeaoBaHnin — noJly4eHne HOBbIX 3HaHVIl‘/'I, 3Ta uUeNlb HMKOoraa He
A0/DKHA NpeBanmpoBaTb Had NMpaBaMn U MHTEPECAMUN OTAENbHbIX CY6'beKTOB nccnenoBaHus.

9. Jonrom Bpaya, BOB/IEYEHHOIO B MeANUMHCKOE NUCCneaoBaHne, ABNAETCA 3alluTa XXU3HWU, 340P0Bbs, AOCTOMHCTBA,
HENPUKOCHOBEHHOCTU, NpaBa Ha CamoonpeaeneHne, YaCctHyr XU3Hb U KOH(.bVID,EHLI,VIaﬂbHOCTb NEePCOHaNbHbIX AdHHbIX
CY6'bEKTOB nccnenosaHusa. OTBETCTBEHHOCTb 3@ 3alUMTy CY61>EKTOB nccneaoBaHMa BcCerga HECET Bpad Unn MHOM
MEANLIMHCKMIA pa6OTHVIK, N HW B KOEM Cny4yae TaKasd OTBETCTBEHHOCTb HE MOXET 6bITb BO3/M0XKEHa Ha CY6'bEKTa
nccneaoBaHns, Aaxke ecnm OH Aan CBoe coriacue.

10. Bpauu [o/MKHbI YUUTBIBATH Kak HALMOHASbHBIE, TaK Y MEXAyHapOAHbIE STUYECKUE W NPABOBbIE HOPMbl U CTaHAAPTHI
MpoBEeAEHVs] WCCNEAOBaHUIA C Y4yacTMEM 4YenoBeKa B KauvecTBe CybbekTa. HuKakvMe HauuoHanbHble Wn
MEX/yHapOAHbIE 3TUYECKME WM MPaBOBble TPebOBaHUS HE [AO/KHbI YMansTb WM OTMEHSTb Mepbl Mo 3aluTe
CyObEKTOB MCCNea0BaHUsl, YCTaHOBNEHHbIE HacToALLeN Jeknapaumeil.

11. MeguUMHCKME UCCNeaoBaHns AOHKHbI MPOBOANUTLCS TakMM 06pa3oM, UTO6bl MUHMMU3MPOBaTb BO3MOXHbIN Bpea
OKpYy>KatoLLel cpeae.

12. MeauuMHCKMe UCCIEN0BaHNSA C y4acTMEM YeNloBeKa B KauecTBe CyObekTa AO/MKHbI MPOBOANTLCS TOMIbKO NTULAMMU,
MMEIOLLIMMI COOTBETCTBYHOLLYYHO STUYECKYIO U Hay4HYlO MOAroTOBKY, 0bpa3oBaHue 1 KBanudukaumio. ViccnenosaHue C
y4yacTMEM MaALIMEHTOB MNM 3[0POBbLIX A06POBOSbLEB TPEGYET KOHTPONS CO CTOPOHbI KOMMETEHTHOrO UM MMEILLErO
COOTBETCTBYIOLLYIO KBATMMUKALMIO BPaYa UM MHOTO MEeAULIMHCKOrO paboTHMKa.

13. lpynnam, B He0CTaTO4YHOWM MEpe MNpUBNEKAEMbIM K Y4YaCTUO B MEAULMHCKUX WUCCNeAoBaHUAX, HeobxoanMo
obecneynTb BO3MOXKHOCTb Y4acTus B HUX.

14. Bpauu, couyeTarolme MeAMLIMHCKUE UCCNEA0BaHUS C OKa3aHUEM MeAMLIMHCKON MOMOLUM, AO/MKHBI MpUBeKaTb K
YYaCTUIO B HUX CBOWX MALMEHTOB TONbKO B TOW CTEMEHM, B KAaKOM 3TO OMpaBAaHO C TOYKW 3peHWsi NOTeHLManbHON
NpocunakTUYeckon, AMarHOCTUYECKON N TepaneBTUYECKOW LIEHHOCTU, U eC/IN BPAy UMEET A0CTaTOYHbIE OCHOBAHWSI
nonaratb, YTO y4yacTMe B WCCNELOBAHWM HE CKaXeTcs HebnaronpusaTHbiM 06pa3oM Ha 3[40pOBbE MALMEHTOB,
SABNSIOLLMXCS CyObEKTaMM UCCNefoBaHus.

15. CybbekTaMm, MOCTpajaBlUMM B pe3yfnbTaTe y4yacTusi B WCCNeAOBaHMWM, [AO/MKHbI ObiTb rapaHTUPOBAHbI
COOTBETCTBYIOLLME KOMMEHCALMSA U NNeUYEHME.

Puckm, Heyao6¢cTBa 1 nosib3a

16. B MeauuUMHCKOM NPakKTMKeE U B MEAMLUMHCKUX UCCNeaoBaHUAX 60NbLWMHCTBO BMELIATENbCTB conpsiXeHo C
onpeaeneHHbIMN pUCKaMun n Hey,CI,OGCTBaMVI.

MeavumHckoe nccnenoBaHme € ydacTMeM YeroBeka B KavecTse cy61;e|<Ta MOXXET NMPOBOANTBLCA TOMbKO TOraa, Koraa
BaXXHOCTb LN NCCNeaoBaHMA NMPEBbLILLIAET PUCKN U Hey,U,OﬁCTBa and CYG'bEKTOB nccneaoBaHusa.

17. KaxkgoMy MeauMuUMHCKOMY UCCNefoBaHMIO C yYacTUMEM YerioBeka B KadecTsBe Cy6'beKTa AO/DKHO MpealecTBoBaTb
TWATENbHOE COMOCTaBNEHNE BO3MOXHOIO pUCKa U Hey.CI,OGCTB ONAa BKJTKOYEHHbIX B UCcnegoBaHue nuy Unu rpynn c
0XWAaemMor MoNb30oM Kak  ans 3TUX, TaK W Ana Apyrux nag unn rpynn  HaceneHus, CTtpafdalownx oT
3aboneBaHusi/coCTOSHUS, Npuv KOTOPOM NpOBOAUTCA AaHHOE UccneaoBaHMe.



[JomkHbl 6bITb NpeanpuHATbl Mepbl M0 MUHUMM3auWMU PUCKOB. PUCKM AOMKHBLI MOCTOSIHHO KOHTPOSIMPOBATLCS,
OLEHMBATbCA U AOKYMEHTMPOBATLCA UCCNEAOBATENAMN.

18. Bpauu He JOoMKHbI MPUHMMAaTL yyYacTue B UCCNeaoBaHuaX C yyacTueM ntofen B KayecTse CY6beKTOB, €CJ1I1 OHU He
yBEpPEHbl B TOM, 4TO MNpPOM3BEAEHA HaA/e€Xallad OuLeHKa BO3MOXHOMo pucCKka, M 4YTO €ro MOXHO aAeKBaTHO
KOHTPOJINPOBAThb.

Ecnn BbISICHSAETCS, YTO PUCKM MPEBbLILLAKT OXWUAAEMYIO MONb3Y, nmMbBo CTaHOBUTCS OYeBUAEH onpeaeneHHbM ncxoq
nccnenoBaHus, Bpadu AOMKHbI OLEHUTD Ll,e}'IEC006pa3HOCTb npoao/HKEHUA, USMEHEHUSA B0 HeMeaNeHHON OCTaHOBKM
nccnenoBaHus.

Ya3BuMble vMua v rpynnbi vy

19. HekoTopble nuua 1 rpynnsl L, SBASKOTCS ocobo YA3BUMbIMU, U €CTb MOBbILLEHHAA BEPOATHOCTb MPOABSIEHUA MO
OTHOLUEHNIO K HUM HECnpaBeaMBOCTU nmbo NPUYNHEHUSA OOMOAHUTENBHOIO Bpeaa.

Bce ya3BuMble nvua v rpynnbl L AO/MKHLI MOyYaTb oco6yro 3awmTy.

20. MeamumuHckoe uccneaoBaHme ¢ y4acTneEM yA3BUMbIX rpynn 1L onpaBaaHO TOJIbKO B TOM Cilydae, €C/ii OHO UMEET
OTHOLWUEHNE K I'IOTpe6HOCT$|M N NpuopnUTeETaM OKasaHus MEAULIMHCKOW MOMOLUM UMEHHO AAHHOM KaTteropmn nuy U He
MOXET ObITb npoBedeHo C yyactmeMm nd, HE OTHOCALMXCA K y‘il3BVIMOVI rpynne. Kpome TOro, 3ta KaTeropus nuL
AO/DKHA nony4yaTtb MoJsb3dy OT TEOPETUHECKUX U MPaKTUHECKUX 3HaHWA MM HOBOrO MeToAa BMeLlaTeNnbCTBa,
NOJTy4YEeHHbIX B pe3ynbTaTe UCCNENOBaHUA.

HayuHble Tpe60BaHUA U MPOTOKOJIbI UCCIEA0BAHMIA

21. MeaoMUMHCKME WCCNENOBaHMS C y4acTWEM YenoBeKa B KayecTBe CybbekTa [JO/KHbl COOTBETCTBOBATH
OBLLENPUHATBIM HAy4YHbIM MPUHLMMNAM W OCHOBbLIBATbCS Ha T/lyBOKOM 3HaHWKM Hay4yHOW nuUTepaTypbl, ApYrux
WCTOYHMKOB MHMOPMaLMK, Ha pesy/ibTaTax [A0CTaTOYHbIX S1abopaTOpHbLIX WCCAEA0BaHWIi M, Mpu HeobXoAMMOCTY,
UCCNENOBaHMI Ha XXMBOTHbIX. HeobxoamMMo MposiBNsATb FYMAaHHOCTb MO OTHOLLEHMIO K JXMBOTHBLIM, UCMOJb3YEMbIM B
UCCNefoBaHUSIX.

22. An3aiiH 1 NopsaaoK BbIMOTHEHUS KQXKAOro UCCIeA0BaHUs C YYaCTUEM YENOBEKa B KaUecTBe CyGbekTa A0/MKHbI BbITb
YETKO OnMcaHbl 1 060CHOBaHbI B MPOTOKOJIE UCCNIEA0BAHMS.

MpoToKON [AO/MKEH OCBELaTb 3TUYECKME acneKTbl MCCNeAoBaHUs W coaepaTb WMHDOPMaUMIo O TOM, Kak
obecrneuvBaeTcs CobMoAeHNe NPUHLMMOB HacTosweln [eknapauuun. NpoToKon Ao/MKeH coaepaTb MHGOopMaLnio 06
UCTOYHMKAX (PUHAHCMPOBAHWS, CMOHCOPAX WCCNEAOBaHMS, MPUHALMNEXHOCTU K KaKMMU-NME0 OpraHusaumsm,
BO3MOXHbIX KOHM/IMKTaX WHTEPECOB, METoAaxX CTUMY/IMPOBaAHWUS CYObEKTOB WCCeAoBaHuss U MHbOpMaLmio,
OTHOCALLYIOCS K YC/IOBUSIM JIEUEHUS U/UNWU KOMMEHCALUMM Cy6bekTaM B C/lyYae HaHeCeHUs Bpeaa MX 3[0pOBbi0 B
pe3ynbTaTe yu4acTus B UCCIeA0BaHUN.

B knnMHWYecknx nccnegoBaHusaxX NPOTOKO AO/MKEH TakXKe ONMUCbIBaTb COOTBETCTBYIOLLME YC/TOBUS, AEVICTBy}OLLI,Me nocne
OKOH4YaHusA nccnegoBaHua.

KoMuTeTbl No aTuke

23. Mepen HayanoM MCCNefOBaHWsl MPOTOKON AOMKeH OblTb HampaBneH Afs pacCMOTPEHWsl, KOMMEHTMPOBAHWS,
BbIpabOTKM pekoMeHAauuin U ofobpeHUst B COOTBETCTBYIOLIMIA KOMUTET MO 3TWKE. TakoW KOMUTET [O/KEH ObiTb
npo3payeH B CBOEN AesSTENbHOCTU, HE3aBUCUM OT UCCNeoBaTessl, CMOHCopa M Noboro MHOrO HEYMECTHOrO BAIUSIHUS,
[OJDKEH UMETb HagJiexallyto KBanudukaumio. OH O/MKEH YUMTbIBATb 3aKOHbI U MOA3AKOHHbIE aKTbl CTPaHbl UK CTPaH,
B KOTOpbIX TMJaHUPYeTCsl MPOBEAEHUE WCCIEeAOoBaHUs, a Takke COOTBETCTBYHOLIME MeXAyHapOAHble HOPMbl W
CTaHAapTbl, KOTOPbIE, OAHAKO, He LOMKHbI YMansTb WM OTMEHSTb MePbl MO 3almTe Cy6beKTOB MCCNefoBaHWs,
YCTaHOB/MIEHHbIE HACTOsILEN [leknapaumen.

Y KoMuTeTa AOMKHO ObITh npaBO OCYLWIECTB/IATb MOHUTOPUHI TEKYLUUX nccnenoBaHui. WccnepoBaTens 06s13aH
NnpeaocTaBnAaATb KOMUTETY MHd)OpMaLI,MPO, HEO6XO,DMMy}O ONnA Takoro MOHUTOpWHra, B ocobeHHoCTH VIHCbOpMaLI,MIO (0]
To6bIX Cepbe3HbIX HexenaTesbHblX SBMeHusX. Hukakue rnonpaBkM K MPOTOKOMY HE MOryT 6bITb BHEAPEHbI 6e3
pacCMOTpeHnsa n o.qo6peva KomuTeTa. locne OKOHYaHWSI UCCNefOoBaHWUSI MCCNeaoBaTenn AOMKHbI NPeacTaBuTb B
KOMUTET d)MHa)'IbeIﬁ OTYyeET, co.qep>|<au.wu7| PE3OME PE3YNbTAaTOB N BbIBOAOB UCCNEAOBAHUS.

YacTHas YXU3Hb U KOH(PUAEHLUMANTbHOCTb



24. [omKHbI 6bITb NPUHSATBI BCE Mepbl A7S 3aluThl YACTHOW XW3HU Cy6BbEKTOB MCCeaoBaHNs U KOHPUAEHUMANBHOCTH
MX NeEpPCOHaNbHbIX AAHHbIX.

UHdpopMmupoBaHHoe cornacue

25. Yyactue B kayecTBe Cy6beKTOB UCCNEeA0BaHMS UL, CMOCOBHbIX AaTh MHHDOPMUPOBAHHOE COrflacue, LOMKHO ObITb
L06pOBOSIbHBIM. HECMOTPS Ha TO, UTO B psifie CllyvaeB MOXET ObITb YMECTHON KOHCYNbTaLUMst C POACTBEHHMKAMU WK
nuaepaMu coumanbHOM rpynnbl, HX OOHO NMLO, CrocobHoe AaTb MH(OPMUPOBAHHOE COrnacue, He MOXeT 6biTb
BKJTIOYEHO B UCCNe0BaHME, eCNIN OHO He Aaso CBOEero CObCTBEHHOMO A06POBOJILHOrO Cornacus.

26. B MeaMUMHCKOM WCCNeaoBaHMM C yvyacTMEM B KayecTBe CYO6beKTOB WMCCNefoBaHWA /uu, CrocobHbIX AaTb
MH(OPMMPOBAHHOE COrnacue, KaXablil MOTEHUMANbHbIA CYObeKT AO/MKEH MOMYYMTb AOCTaTOUHYIO MHDOPMaUMO O
uensix, Metoaax, UCTOYHMKaX (PUHAHCMPOBaHMS, NHOObIX BO3MOXHbBIX KOHMIMKTAX MHTEPECOB, MPUHAAIEXHOCTU K
KaKuM-nMbo OpraHvM3auusM, OXWAAEMOW MOMb3e WM MOTEHUMANbHbIX pUCKaX, O HeyaobcTBaX, KOTopble MoryT
BO3HMKHYTb BC/IEACTBUE YYaCTUS B UCCNEA0BaHNN, YCIIOBUSX, AEUCTBYIOLLMX NOC/TE OKOHUYAHUS UCCNIEA0BAHMS, @ TakxXe
0 No6bIX WMHBbIX 3HAYMMbIX acnekTax uccneaoBaHus. oTeHUManbHbIM CyObeKT MWCCNeaoBaHUS [AOSKEH ObITb
NPONH(OPMUPOBAH O CBOEM MpaBe 0TKa3aTbCs OT y4acTusl B UCCNEA0BaHMM UM OTO3BaTb CBOE COrflacue Ha yyactune
B /11060 MOMEHT 6e3 Kakux-nmMbo HebnaronpusTHbIX AN cebs nocneactsuit. Ocoboe BHUMAHUE AOMKHO YAENsTbCs
cneunduyeckuM  MHMOPMaUMOHHBIM  MOTPEOHOCTSM  KaXkAoro mnoTeHUManbHOro cybbekTa, a Takxe MeToaaM,
MCMOSb3YEMbIM A1 NPeAoCTaBeHUst MHOPMaLUK.

Y6eamBLIMCb, YTO MOTEHUMArbHbIM CYOBLEKT MOHSN MPeAOCTaBleHHYIO eMy WHGOpMaumio, Bpad WM MHOE Nuuo,
MMeloLlee COOTBETCTBYIOLWYIO KBanubUKaUnMio, AO/MKHbI MOAyyMTb A06poBONbHOE MHMOPMMPOBAHHOE cornacue
cybbekTa Ha y4yacTve B MCCnefoBaHMM, MPeanoyTUTENbHO B MUMCbMeHHON dopMe. Ecnu cornacne He MOXET 6biTb
BbIpPaXXEHO B MCbMEHHOM (hOpMe, A0MKHO BbITh HaexallmM 06pa3oM 0hOpPMIEHO U 3aCBUAETENIbCTBOBAHO YCTHOE
cornacue.

BceMm cybbekTamM MeauLIMHCKOrO UCCNefoBaHus A0/MKHa ObiTb NpefocTaBieHa BO3IMOXKHOCTb MOJTy4YeHns nHdbopMaLumm
06 0blmx BbIBOAAX M pe3ynbTaTax UccnenoBaHus.

27. Mpy nony4YeHnn MHGOOPMUPOBAHHOMO COMMacksi Ha y4yacTue B UCCNEAoBaHWM Bpay [LO/HKEH MpOsIBASTL 0CobYyto
OCMOTPUTESNILHOCTb B TEX C/yYasiX, KOraa NoTeHLMasbHbIA CY6beKT HAaXOAUTCS B 3aBUCMMOM MO OTHOLLUEHWIO K Bpady
MOJIOXXEHWUW, UM MOXKET AaTb COrMIacue Moj AaBMEHNEM. B Takmx ciiyyasix MHPOPMMPOBAHHOE COrfIacue AO/MKHO BbiTb
MOMYYEHO NIMLIOM, MMEIOLMM COOTBETCTBYIOLLYIO KBa/MUKALIMIO U MOSMHOCTbIO HE3aBMCHMMBIM OT TaKoOro poja
OTHOLLEHWIA.

28. Ecnu noTeHUMasnbHbIM CY6'bEKTOM nccneaoBaHusa ABNAETCA MU0, HecrnocobHoe AaTb VIHCI)OpMMpOBaHHoe cornacue,
Bpay AO0/MHKEH NONy4YuUTb MHCI)OpMVIpOBaHHOE corfiacMe ero 3aKOHHOro npeacraBuTens. Takue nuua He [OMKHbI
BK/1IOYAaTbCA B WUCCNeAoBaHUA, KOTOPpble HE HEeCyT AN HUX BGDOHTHOVI NnoJib3bl, KpOMEe C/ly4yaeB, Korga TaKoe
nccneaoBaHne npoBoAUTCA B LENaxX ynydlleHUsa OKa3aHus MEANLIMHCKOW MOMOLLM rpynne moneﬁ, npeactaBuTeNneM
KOTOpOVI ABNSIETCS MOTEHUMAbHBIN CY6beKT, He MOXeT 6blTb 3aMeHeHO MCCneaoBaHMeM Ha nvuax, CNocobHbIX AaTb
VIHCI)OpMMpOBaHHOE cornacue, a Takxe CB43aHO TOJ1IbKO C MMHUMaAJIbHbIMXA PUCKaMK U Hey,U,O6CTBaMVI.

29. Ecnu noTeHUManbHbIN CybbeKT, NPU3HaHHBIN He CNOCO6HBLIM AaTb MHOPMMPOBAHHOE COrnlacue, CocobeH, TeM He
MeHee, Bblpa3uTb COBCTBEHHOE OTHOLIEHME K y4acTUIO B WCCEAOBaHWMM, Bpay AO/DKEH 3arnpoCcuTb €ro MHeHWe B
[JOMOSIHEHME K COrflacMil0  ero 3akOHHOro npeacTtaBuTens. Hecornacve noTeHUManbHOro cybbekTa [O/MKHO
Y4YMTbIBATbLCS.

30. WccnepoBaHus € yyacTveM Cy6bekToB, (DU3MYECKM WK MCUXMUYECKUM HECMOCOBHLIX AaTb COrnacve, HanpuMep,
NaLMEHTOB, HAXOASLIMXCA B 6€CCO3HATENBHOM COCTOSIHUM, MOTYT MPOBOAMTLCS TOJIbKO MPU YCNIOBUM, UTO dur3nyeckoe
UK MCUXMYECKOE COCTOsIHUE, MPEnSTCTBYIOLIEE NOMYYEHNIO MH(OPMUPOBAHHOMO COracusl, IBASETCS HEOTbEMIEMO
XapaKTEPUCTMKON UCCneayemMon rpynnbl. B Takux ciydasx Bpay AO/MKEH 3anpalunBaTtbh MHPOPMUMPOBAHHOE cornacue y
3aKOHHOrO npefcTaBuTens. Ecnv Takol nNpeacTaBuTeENb HE AOCTYNEH, M €CNM BKIKOUYEHWE MaLUMEHTa HE MOXET BbITb
OTCPOYEHO, MCCIe0BaHNe MOXET MPOBOANUTLCA 6e3 MosydeHUs UHPOPMUPOBAHHOIO COracusi MPU YCIOBUM, UTO
0cobble MpUUKHBLI ANS BK/IIOYEHUS] CyEbEKTOB B WCC/IEAOBAHWE B COCTOSIHWUM, MPENATCTBYIOWEM MPEAOCTABIEHMIO
MH(OPMUPOBAHHOIO COrMlacKsi, OrOBOPEHbI B MPOTOKOME WCCEAOBAHUS, a MPOBEAEHWE WUCCNenoBaHUs 0A06peHo
KOMWUTETOM M0 3TMKe. Mpu NEPBOI BO3MOXHOCTU AOMKHO GbITb MOSyYEHO coracue Cy6bekTa WM ero 3aKOHHOro
NpeACTaBUTENS Ha MPOAOIKEHNE YHaCTUS B UCCIIEA0BaHNMN.



31. Bpau [formkeH NpeaoCTaBUTh MauUMEHTY MOJHYO MHAOPMaLMIO O TOM, KakMe M3 acneKToB JIeYeHWst OTHOCATCS K
npoBoAMMOMY uccreaoBaHuio. OTka3 MauMeHTa Y4vyacTBOBaTb B WCC/IEAOBaHWMM WM pELLEHNE O BbIXOAE U3
WCCNENOBAHMS HE JOMKHbI OTPAXXaTbCs Ha €ro B3aMMOOTHOLLEHUSX C BPAUOM.

32. B MeauUMHCKUX WUCCNefoBaHMsIX C MCMOSb30BaHWEM GMONOrMYecKmnx MaTeEpManoB WU AaHHbIX, A0MYyCKaroWwmnx
VlﬂeHTVI(bVIKaLI,VIPO vuda, OT KOTOPOro oHU 66111 NoJly4yeHbl, HanpuMep, Npu NCCneaoBaHNAaX MaTepuanos nmbo AaHHbIX,
coaepXxawimxca B 6rnobaHKax MM aHanorMyHbIX XpaHunuuax, Bpay A0/HKEH MOoyyYnUTb VIHCbOpMVIpOBaHHOE cornacue
Ha noJlydeHne, XpaHeHune n/vnn MOBTOPHOE WCMOJSIb30BaHWE TakWX MaTepuanoB W AaHHbIX. MOryT MMeTb MecTo
NCKJTIOYEHNA, Koraa nony4dyeHue cornacua ansa Takoro uccneaoBaHnss HEBO3MOXXHO UITU Heuenecoo6pa3Ho. B Takux
cny4dasax nccnegoBaHme MOXET NMPOBOAUTBLCA TO/IbKO MOC/IE PaCCMOTPEHUA U o,q06peva KOMUTETOM NO 3TUKE.

Ucnonb3oBaHue nnauebo

33. Monb3a, pucku, Heyn06CTBa n 3de3€KTVIBHOCTb HOBOro BMeLWaTenbCTBa AOJDKHbI OLUEHMBATBbCA B CPaBHEHUU C
JIYHWHMN U3 NPOBEPEHHbIX BMELWIATENbCTB, 3a UCKJTIOYEHUEM CNeAYOLWNX Ciy4YaeB:

- Koraa He CyuwecTByeT MNpoBEepeHHOro MeEToAa BMeWaTenbCTBa, MPUEMJIEMbIM ABAETCA WCMO/b30BaHUE B
nccnegoBaHnax nnauebo nnm OTCYTCTBMA BMELLATENLCTBA, nmbo

- Korga B cuny y6eauTeNbHbIX M HAY4YHO-OBOCHOBAHHLIX METOAONIOMMUYECKUX MPUYMH  WCMOMb30BaHMe toboro
BMeLLATEeNbCTBa, MeHee 3(hhEKTUBHOrO, YEM JyYlliee U3 yXKe MPOBEPEHHbIX, @ TaKXKe MCMosb3oBaHue nnauebo nnéo
OTCYTCTBMSI BMeELLATENbCTBA HEOOXOAMMbI ANs OLeHKM 3hdeKTMBHOCTM nnbo 6e30MacHOCTM  UCCIeayemMoro
BMELLATENLCTBA,

nMpy 3TOM MaLUMEHTbI, MOJyYalolne BMELLATENbCTBO, MeHee 3((MEKTVBHOE, YEM Nydllee U3 YyXe MNPOBEPEHHbIX,
nnauebo, MM He MosyvyaloliMe HUKAKOro BMeLlaTenbCTBa, He OyayT MoABepraTbCst AOMOSIHUTENIbHOMY PUCKY
NMPUUYMHEHUSI CEPLE3HOrO MM HeobpaTUMOro yllepba 340pPOBbIO B pe3ysibTaTe HEMosyyYeHusl Jy4yllero U3 yxe
NPOBEPEHHbLIX BMELLATENbCTB.

KpaliHe Ba)kHO He fionyckaTb 3/10ynoTpebneHns Takoi BO3MOXXHOCTbHO.
Ycnosusi Nocsie OKOHYaHUA UccnefoBaHUsA

34. [lo Hayana nccneaoBaHusl CMOHCOPbI, UCCNeA0BATENN U FOCYIapPCTBEHHbIE OpraHbl CTPaH, B KOTOPbIX MiaHUpYyeTcs
uccnefoBaHve, [LOMKHbI MPefyCMOTPETb BO3MOXHOCTb [OCTYMa YYaCTHWMKOB WCCNefoBaHust K Tpebytowencs vM
Tepanuu, ecnu B NpoLecce UCCef0BaHNs BbISICHUIOCh, YTO OHa MPUHOCKUT UM MOJb3y. 3Ta MHGOPMaLMs AOMKHA ObiTb
[OBE/EHa [10 CBe[IEHMSI YH4AaCTHUKOB UCCIEA0BaHUS B MPOLEcce noyyYeHus MHGOOPMUMPOBAHHOIO COMacHsl.

Peructpauus uccnenosaHuii, Nny6auKaLmMm u pacnpocTpaHeHue pesysibTaToB

35. Kaxxgoe uccrefoBaHme C yYacTMeM JtoAel B kayecTBe Cy6beKTOB UCCIe[0BaHMS AO/MKHO BbiTb 3aperncTpupoBaHo
B Ny6AMYHO JOCTYMNHON 6a3e AaHHbIX Mpexae, YeM B Hero 6yzeT BK/IKOYEH NepBblii CyObekT.

36. WccnepoBaTenu, aBTOPbl, CMOHCOPbI, PEAAKTOPbl U M3AATENM HECYyT 3TMYeckue 06s13aTenbCTBa B OTHOLUEHWUM
ny6/MKaLMK U pacnpoCTpaHeHWs pe3y/bTaToB UCCIeaoBaHus. iccneaoBaTteny 06s3aHbl 06eCneUnTb OTKPbIThIN AOCTYM
K pesynbTaTaM MpOBEAEHHbIX WMWU WUCCNEOOBaHWI C Yy4yacTMEM 4enoBeka B KayecTBe cCy6bekTa, M HecyT
OTBETCTBEHHOCTb 3a MOJSIHOTY U JOCTOBEPHOCTb OTUYETOB 06 WCCeAoBaHMAX. Bce CTOPOHbI AO/MKHBI HEYKOCHUTENBHO
NPUAEPXKMBATLCA  OBLLUENPUHATBIX 3TUYECKMX MPUHLMMIOB MpW MOArOTOBKE OTYETOB 06 WUCCNenoBaHusix. Kak
MONOXUTESbHBIE, TaK U OTPULATENbHBIE, @ TaKXKe He MO3BONSAILME CAENaTb OKOHYATENbHbIE BbIBOALI PE3Y/bTaThl
MCCNeaoBaHUM JOMKHbI My6AMKOBATLCS WM MHBIM 0Bpa3oM CTAHOBUTLCS MYBSIMYHO AOCTYMHbIMU. B nybnnkaumm
JO/DKHBI 6bITb YKa3aHbl UCTOYHUKM (PUHAHCUPOBAHUS, NMPUHAANIEXXHOCTb K KakUM-TTM60 OpraHM3aumusM U MMeoLMecs
KOHMNMKTBI MHTepecoB. OTYeTbl 06 MCCNEeAOBaHUSAX, MPOBEAEHHbIX C HApyLEHUEM MPUHLMMOB, YCTaHOBMIEHHbIX
HacTosien [leknapaunei, He A0/MKHbI MPUHUMATLCS K NybnvKaumu.

HenpoaepeHHble BMeLlaTesibCTBa B KIMHUYECKOW npakKTuke

37. Npu neYyeHMn KOHKPETHOrO NaumeHTa, eC/iM NPOBEPEHHBIX BMELLATENLCTB HE CyLLECTBYET WU CYLLUECTBYIOLLME He
0Ka3blBaloOT AO/MKHOr0 addekTa, Bpay, NOC/E KOHCYbTaLMn C SKCNepTaMm 1 Nosy4eHns UHGOPMUPOBAHHOMO COrlacust
nauueHTa WM ero 3aKOHHOro MpeACTaBUTENs, MOXET MCMOMb30BaTb HEMPOBEPEHHOE BMeLlaTeNnbCTBO, €C/v, Mo
MHEHWIO BPaYa, €ro NpuMMeHeHne JaeT HaAeXay CnacTyh XXU3Hb NauMeHTa, BOCCTAaHOBWTL ero 340p0OBbe v obneryntb
CTpapaHus. Takoe BMeLaTeNbCTBO A0/HKHO BNOCIEACTBMM CTaTb 06BEKTOM UCCNEA0BaHMS, OPraHN30BaHHOMO C LiENbio
OLeHKM ero apdekTMBHOCTM 1 6e30nacHoCcTH. B ntobom cnydae, BCa HOBasi MHGOPMaLMs AOHKHA AOKYMEHTUPOBATLCS
1, B COOTBETCTBYIOLLUMX Cy4YasiX, CTAHOBUTLCS MY6IMYHO AOCTYMHOM.






