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Mpeambyna

1. BcemupHasi MeauumHckas Accoumaumsa (BMA) paspabotana XenbCMHKCKYO [eknapaumio B KadecTBe CBOAA
3TUYECKUX NPUHLMNOB NpoBeAeHNA MEANLIMHCKNX VICCJ'Ie,El,OBaHVIﬁ C y4acCTMeEM 4esioBeKa B KayecTBe cy61:e|<Ta, B TOM
yucne uccnefoBaHnin GUONOrMUYecKMX MaTepuanoB UK AaHHbIX, AOMyCKaoWMX MAEHTUdMKALMIO uLa, OT KOTOPOro
OHW 6bI/IN MONYYEHbI.

TekcT [deknapaunn npegHasHayeH 415 UCNosib30BaHUS B Ka4eCTBE LIeIOCTHOMO AOKYMEHTA, U KaXKaoe ero oTaenbHoe
NOJIOXXEHNE AOJHKHO NPUMEHATBLCA C YHETOM BCEX APYIrUX MPUMEHUMbIX MOSIOXKEHW.

2. B cooTBeTcTBUM C nonHoMmoumamn BMA, [eknapaums agpecoBaHa, npexae scero, Bpadam. BMA npusbiBaeT apyrux
NUL, BOBMIEYEHHbIX B MeAMUMHCKME WCCNeaoBaHUsi C y4acTMEM 4YenioBeKka B KavecTBe CybbekTa, cnegoBaTb 3TUM
npuHUMNamM.

OCHOBHbIE MPUHLMUMbI

3. XeHeBckasi aeknapauns BMA onpegenset gonr Bpava CneayrowmnMmn cnosamu: "3a0poBbe MOero nauueHTa byaer
MOE€W rnmaBHOM 3a60Toit", a MeXXAyHapoaHbIV Kogeke MeauUMHCKOM 3TUKK rnacuT: "Bpad npu okasaHuu MeauLMHCKOW
MOMOLLM [JO/HKEH AENCTBOBaTb B MHTEpecax nauueHTa".



4. [onr Bpaya — NoAAaep>X1BaTh M OXPaHATb 3[0POBbE, 6N1arornosiyyne 1 npasa NalMEHTOB, B TOM YUC/IE TEX, KOTOPble
YYaCTBYIOT B MEAWLIMHCKOM UCCNEAOBaHWUN. 3HaHMA 1 COBECTb BPaya A0SKHbI 6biTh HAMPaBieHbl Ha CNyXXeHne SToOMYy
JOnry.

5. I'Iporpecc MeANLMHBbI OCHOBaH Ha Hay4HbIX WUCCNeAoBaHUAX, KOTOPblE€, B KOHEYHOM CYETE, AOJDKHbI BKOYATb
nccneaoBaHusa € yd4actmem mo,qeﬁ B KayecTtee Cy6'beKTOB.

6. OcHOBHas uenb MmegnumMHCKnX VICCJ'IeﬂOBaHVIl‘/'I C y4dacCTneM 4yesioBeka B KayecTtse Cy6'bEKTa COCTOUT B TOM, YyTObbI
MOHATb MPUYMHBI, MEXaHW3Mbl Pa3BUTUSI U MOCNEACTBUA 3a60MEBaHMI 1 COBEPLUEHCTBOBATL MPOMUIAKTUYECKME,
JNArHOCTUYECKNE U TepaneBTUYECKME BMeLLaTeNbcTBa (METOAbI, NMpoueaypbl M BUAbl Tepanuu). [axe nydwve w3
NpoOBEPEHHbIX BMELWATENIbCTB AO0JXHbI MOCTOAHHO NMOCPEACTBOM MCCHGAOBaHMVI noaBepPraTbCsa OLUEHKE Ha NpeaMeT Ux
6e30nacHOCTH, 3chHEKTUBHOCTU, AENCTBEHHOCTU, AOCTYNMHOCTM M KayecTBa.

7. MegnuMHCKMe uccneaoBaHus AOSHKHbI MPOBOAUTLCS C cobnogeHneM 3TUYECcKnx CTaHAapTOB, rapaHTUPYHOLWWNX
YBaXX€HWE KO BCEM CYG'beKTaM nccneaoBaHun u 3alnTy UX 340p0BbsA U Npas.

8. B TO BpeMs Kak OCHOBHasl Leflb MeAULMHCKUX nccneaoBaHnin — noJiy4eHne HOBbIX 3HaHMl\;l, 3Ta Ueslb HMKOrga He
A0/DKHA NpeBanMpoBaTb Had NpaBaMn U MHTEPECAMUN OTAENbHbIX CY61>€KTOB nccnenoBaHus.

9. [loniroM Bpava, BOB/IEYEHHOTO B MEAMLIMHCKOE UCCIe0BaHNE, SBSETCS 3ali1Ta XU3HM, 300POBbS, JOCTOMHCTBA,
HEMPUKOCHOBEHHOCTM, NpaBa Ha CaMOoONpeaesieHNe, YaCTHYIO XMU3Hb U KOHMUAEHUMANBHOCTb NEPCOHASbHBIX AaHHbIX
Ccy6bEeKTOB MccneaoBaHus. OTBETCTBEHHOCTb 3a 3alWTy Cy6beKTOB WCCNEeAOBaHWs BCEraa HeceT Bpay WM WUHOW
MEAVLMHCKUIA paboTHMK, M HM B KOEM C/lyyae Takasi OTBETCTBEHHOCTb HE MOXET ObiTb BO3/IOXEHa Ha CybbekTa
UCCNEAOBAHMS, AaXke eCN OH Aan CBOe cornacue.

10. Bpauu fo/MKHbI YUUTBIBATH Kak HALMOHASbHBIE, TaK U MEXAyHapOAHbIE STUYECKUE U NPABOBblE HOPMbI U CTaHAAPTHI
NpoOBEAEHWs1 UCCNeNoBaHU C  yyacTMEM YenoBeka B KauecTBe Cy6bekTa. HuKakvMe HauuoHasmbHble Uu
MEX/yHapOAHbIE 3TUYECKME WU MPaBOBble TPebOBaHUA HE [AOMKHbI YMansTb WM OTMEHSTb Mepbl MO 3aliuTe
CyObEKTOB MCCNef0BaHUs!, YCTaHOBNEHHbIE HacTosALleN [eknapaumeil.

11. MeauUMHCKME WUCCNefoBaHUs A0/MKHbI MPOBOANTLCS TakuM 06pa3oM, UTo6bl MUHMMMU3MPOBATL BO3MOXHbIN Bpea
oKpy>KatoLLlel cpese.

12. MeaguumHCKMe UCCnefoBaHNs C y4acTMEM YenoBeka B KauecTBe CybbekTa A0MMKHbI MPOBOANUTLCS TOMbKO NUL@MK,
MMEIOLLMMI COOTBETCTBYIOLLYIO 3TUYECKYIO M HayyHYIO NOAroTOBKY, 0bpa3oBaHue v kBanudukaumio. ccnenosaHue ¢
y4yacTMeM MauMeHTOB WM 340POBbIX A0OPOBOSbLEB TPeGYET KOHTPOJS CO CTOPOHbI KOMMETEHTHOrO U UMEIOLLEro
COOTBETCTBYIOLLYIO KBANMMUKALMIO Bpaya Uim MHOTO MEAULIMHCKOrO paboTHYKa.

13. Ipynnam, B HeoCTaTOYHOM MEpe MNPUBNEKAEMbIM K Yy4YacTUIO B MEAUUMHCKUX WUCCNneaoBaHUsX, Heobxoanmo
obecneunTb BO3MOXHOCTb y4acTus B HUX.

14. Bpauu, coyeTarolme MeaUUMHCKME UCCeL0BaHUS C OKa3aHWMEM MeAMLMHCKON MOMOLLM, AO/MKHbLI NMPUBMEKaTh K
YYacTUIO B HMX CBOMX MALIMEHTOB TOJIbKO B TOW CTEMEHW, B KAKOW 3TO OMpPaBAaHO C TOYKWU 3PEHUS MOTEHLMANIbHON
NpodUNAKTUYECKO, ANArHOCTUYECKOW UM TEPANEBTUYECKON LIEHHOCTU, U €CNM Bpay UMEET [O0CTaTOUYHbIE OCHOBaHMS
ronaratb, YTO y4yacTMe B WCCNEAOBaHUM He CKaXeTCsl HebnaronpusiTHblM 06pa3oM Ha 340pOBbE MaLMEHTOB,
ABNSAOLMXCA CYObEKTaMU UCCIef0BaHMS.

15. CybbekTaM, MOCTpafaBlUMM B pe3ynbTaTe y4yacTusi B WCCNeNOBaHUW, AO/MKHbI ObiTb rapaHTUPOBaHbI
COOTBETCTBYIOLIME KOMMEHCALWSA U NNEYEHNE.

Puckm, Heyno6¢cTBa 1 nosnb3a

16. B MeauuMHCKOM NpakTuke U B MEeAUUMHCKUX WUccneaoBaHUAax 60NbLWMHCTBO BMELIATENBCTB COnps>XeHo C
onpeaeneHHbIMN puckamMmm n Hey,U,OﬁCTBaMM.

MeavumHcKoe nccnefoBaHe € ydacTMEM YerioBeKa B KavecTse CYG'beKTa MOXET NMpoBOAUTLCA TOMbKO TOrAa, Koraa
BaXXHOCTb LI nccneaoBaHnsa NnpeBbILLAET PUCKN U Hey,D,OGCTBa ansa CY6'bEKTOB nccnenoBaHus.

17. KaxaoMy MeamuLMHCKOMY WUCCMIEA0BAHMIO C yYacTMEM YeroBeKa B KauecTBe Cy6bekTa A0/MKHO Mpe/LecTBoBaTh
TLWATENbHOE COMOCTaB/IEHNE BO3MOXHOMO pUCKa M Hey[o6CTB AN BKIOYEHHbBIX B UCCNEA0BaHWE L AW TPynm C
OXKMAAEMOI MONb30M Kak And 3TWX, Tak M ANS [APYrYX Jvu WM FPynn  HaceneHns, CTpajalowmx oT
3a60/1€BaHNS/COCTOSIHMS, NPY KOTOPOM NMPOBOAUTCS JaHHOE MCCNefoBaHKe.



[JomkHbl 6bITb NpeanpuHATLL Mepbl MO MUHUMM3ALUW PUCKOB. PUCKM AO/MKHbI MOCTOSIHHO KOHTPOSIMPOBATLCH,
OLEeHMBaTbCA U AOKYMEHTUPOBATLCA UCCNEAOBATENAMN.

18. Bpauu He [OMKHBI MPUHUMATb yYacTue B UCCNEA0BaHUSIX C yHacTUEM MofeN B KayecTBe CyObeKTOB, EC/IN OHU He
yBEPEHbl B TOM, YTO MpPOM3BEAEHa Haanexallasi OLUeHKa BO3MOXHOrO puUCKa, M UYTO €ro MOXHO afeKkBaTHO
KOHTPONMPOBATb.

Ecnn BbISICHAETCH, YTO PUCKW MPEBLILLAIOT OXUAAEMYIO MOJb3Y, nMBo CTaHOBUTCS oveBUAEH OﬂpeﬂeJ'IEHHbll\/ll ncxoa
nccnenoBaHus, Bpadu A0/1HXKHbI OLEHUTD LI,EJ'IECOO6pa3HOCTb npoao/MHKEHUA, USMEHEHNA 160 HeEMeANEHHOM OCTaHOBKM
nccnenoBaHus.

Ya3BuMble vua v rpynnsl vy

19. HekoTopble nuua 1 rpynnbl iy, SBASIOTCA ocobo YA3BUMbIMU, U €CTb NMOBbILLEHHAA BEPOATHOCTb MPOSABSIEHNA MO
OTHOLWUEHUIO K HUM HeCnpaBeaIMBoOCTU nmbo NPpUYNHEHUA OOMOAHUTENIbHOIO Bpeaa.

Bce ya3BuMble nvua v rpynnbl vy AO/MKHLI MoyYaTb oc06y}o 3awmTy.

20. MeanumMHCKOe nccneaoBaHme ¢ y4acTneEM yA3BUMbIX rpynn Ny onpaBAaHO TO/IbKO B TOM Cily4ae, €C/ii OHO UMeET
OTHOLWUEHME K I'IOTDE6HOCTHM N NpuopnTeETaM OKasaHus MEAULIMHCKOW MOMOLUM UMEHHO AaHHOM KaTteropmmn nuu U He
MOXeT ObITb npoBeAeHo C y4vyacTtneM umd, HE OTHOCALUMXCA K YFIBBVIMOVI rpynne. Kpome TOro, ata kateropus nu,
AO/DKHa nony4yatb Mosb3y OT TEOPETUYECKUX W MPaKTUYECKUX 3HAHUA WM HOBOrO MeToda BMeLlaTeNibCTBa,
NOJTy4YE€HHbIX B pe3ynbTaTe UCCEN0BAHUA.

HayuHble Tpe60BaHUA U MPOTOKOJIbI UCC/IEA0BAHMIA

21. MeaMuMHCKME WCCNEAOBaHMS C Yy4yacTMEM YesiloBeka B KayecTBe Cyb6bekTa [AOSKHbl COOTBETCTBOBATb
O6LUENPUHATLIM Hay4YHbIM MPUHLMMAM WM OCHOBbLIBAaTbCS Ha [y6OKOM 3HAHWM HAY4YHOM NIMTEpATypbl, APYrux
WCTOYHMKOB MHDOPMaLMK, Ha pesysibTaTax AOCTaTOYHbIX S1abopaTOpHbIX MCCNEAoBaHWi M, Mpu HeobXoAMMOCTH,
UCCNEAOBAHMIA HA XMBOTHbIX. HeobxoanMo MposiBAsiTb N'YMaHHOCTb MO OTHOLUEHWIO K XXMBOTHbBIM, MUCMO/b3yeMbIM B
UCCNENOBAHMSIX.

22. n3aiiH 1 NopsaoK BbINOJTHEHMS KaXKAOr0o UCCIe0BaHUS C YYaCTUEM YeIOBEKA B KAUeCcTBe CyObeKTa A0/MKHbI ObiTb
YETKO onmcaHbl 1 060CHOBaHbI B MPOTOKOJIE UCCIe0BaHUS.

MpOTOKO/T AO/MKEH OCBELaTb 3TUYECKWE acnekTbl WMCCNeAoBaHWs U codepkaTb MHGOpMauuilo O TOM, Kak
obecrneunBaeTcs coboAeHVe NpUHLMMNOB HacToswel [eknapaumnu. MpoTokon AomKeH coaepxaTb uHdopMauuio o6
UCTOYHMKAX (DUHAHCMPOBAHWSI, CrOHCOpPax WCCNEAoBaHUs, MNPUHAANEXHOCTU K KaKWMW-IM60 OpraHu3aumsM,
BO3MOXHbIX KOH(/IMKTax WHTEPECOB, METOAAX CTUMY/IMPOBaHWUs CYEbEKTOB WCCIeAoBaHUs W MHbOpMaumio,
OTHOCSILLYIOCS! K YCIOBMSIM JIeYEeHUsI /WM KOMMEHCALUMM CyObeKTaM B Cllydae HaHeceHWusl Bpeda WX 340pOBbIO B
pe3ynbTaTe yyacTusi B UCC/IEA0BAHMM.

B knvHMyecknx nccnegoBaHmsax MPOTOKOJ1 A0/IKEH TAaKXXe ONMUCbIBaTb COOTBETCTBYIOLLNE YCNOBUS, ,Cl,EVICTBWOLIJ.VIE nocne
OKOH4YaHusa nccneaoBaHus.

KomMmuTteTbl no 3Tuke

23. Mepen Ha4anoMm MCCNeAoBaHWst MPOTOKON [AOMKEH 6biTb HAMpPaBeH s PAacCMOTPEHUs, KOMMEHTMPOBaHWS,
BbIPAbOTKM PEKOMEHAALMIA M Of0OPEHNst B COOTBETCTBYIOLMIA KOMUTET MO 3TUKE. TakKoW KOMUTET AO/MKEH ObiTh
npo3payeH B CBOEN AeATENbHOCTU, HE3ABMCUM OT UCCNIEA0BATESS, CMIOHCOPa U N060ro MHOr0 HEYMECTHOrO BMAHMS,
[OHKEH UMETh HAA/IEXaALLYIO KBanMbukaLmio. OH JO/MKEH YUNTLIBATL 3aKOHbI M MOA3aKOHHbIE aKTbl CTPaHbl UV CTPaH,
B KOTOPbIX M/IaHUPYETCA MPOBEAEHME WCCNEA0BaHNs, a TaKKe COOTBETCTBYIOLME MEXAYHAPOAHLIE HOPMbl U
CTaHOApTbl, KOTOPbIE, OAHAKO, HE [AO/KHbI YMansaTb WM OTMEHSTb MEPbl MO 3aliuTe Cy6beKTOB MCCNenoBaHUS,
YCTaHOB/IEHHbIE HACTOsILLEN [leknapaLmen.

Y KkomuTeTa [O/MKHO ObITb MPaBO OCYLECTBASTb MOHUTOPUHI TeKyLMX uccnefoBaHwi. Wccneposatens 06si3aH
MpefoCTaBsATb KOMUTETY MHGOPMaLMIO, HEOBXOAUMYIO ANSi TaKOr0 MOHWTOPUHIAa, B 0COBEHHOCTU MH(OPMaLmMio o
NMOBbIX CEpPbeE3HbIX HEXenaTeNbHbIX SBAeHUsX. Hukakue mompaBkuM K MPOTOKONY He MOryT 6biTb BHeApeHbl 6e3
paccMOTpeHust U ofobpeHust komuTeTa. ocnie OKOHYaHWSI UCCNEeAOoBaHUS UCCNefoBaTeNN A0MKHbI NPeACTaBUTb B
KOMUTET (PMHaNbHbIN OTUET, coAepXKallunii pe3toMe pe3y/ibTaToB W BbIBOLOB UCCNEA0BaHWSI.

YacTHas )13Hb U KOHUAEHLUNANIBHOCTb



24. [omKHbI 6bITb NPUHATLI BCE MEPbI A4 3alUUThbl YaCTHOW XXU3HM CYG'bEKTOB nccnenoBaHna m KOH(bVIﬂeHLIMaJ'IbHOCTM
MX NepcoHanbHbIX AAHHbIX.

UHdopMmupoBaHHoe cornacue

25. Yyactue B kayecTBe Cy6bekToB UCCIef0BaHUS UL, CNOCOBHbIX AaTb MHOPMUPOBAHHOE COrfacue, A0MKHO BbiTh
A06pOBONbHBIM. HECMOTPS Ha TO, UTO B psiAe C/lyvaeB MOXET 6biTb YMECTHON KOHCYNbTaumMsi C POACTBEHHMKAMU U
nuaepaMu coumanbHOM Tpynnbl, HX OOHO NMLO, CrocobHoe AaTh MH(OPMMPOBAHHOE cornacue, He MOXeT ObiTb
BKJTIOYEHO B UCCNeOBaHWe, eCN OHO He Aasio CBOero cobCTBEHHOro A06POBOJIbHOrO Cornacus.

26. B MEAMUMHCKOM MCCNeaoBaHWy C yvacTMEM B KauyecTBe CyObEeKTOB WMCCMEA0oBaHMst /UL, CrOCOGHbIX AaThb
MH(OPMUPOBAHHOE COrflacue, KaxKabl MoTeHUMaNbHbIA CYGBEKT AOMKEH MOMYYMTb AOCTATOUHYIO MHGbOPMaLMIO O
Lensix, MeToAax, UCTOYHMKAX (MHAHCMPOBAHMSA, NOOLIX BO3MOXHbIX KOH(IMKTaX MHTEPECOB, MPUHAANEXHOCTU K
KaKMM-N6O OpraHM3aumsM, OXWAAEMOM MOMb3e W MOTEHUMANbHLIX pUCKaXx, O HeyaobCTBax, KOTOpble MOryT
BO3HWKHYTb BCIEACTBUE YUACTUSi B UCCNIEA0BAHNM, YCIIOBUSIX, AEMCTBYIOLMX NOC/E OKOHYaHUS UCCNEeA0BaHNs, a Takxke
0 MOBbIX WHbIX 3HAUMMbIX acnekTax MccieaoBaHus. [oTeHUManbHbI CyObEKT WCCNEeA0BaHMS A0MKEH ObiTb
NPOUH(OPMMPOBAH O CBOEM MpaBe 0TKA3aTbCsl OT y4acTUs B UCCNEA0BaHMM UM OTO3BATh CBOE COrMacue Ha ydactue
B /060 MOMEHT 6e3 Kakux-nnbo HebnaronpuaTHbIX Ans cebs nocneactsui. Ocoboe BHUMAHWE AO/MKHO YAENATHCA
crneunduUUeckuM  MHAPOPMALIMOHHBIM  MOTPEBHOCTAM  KaKAoro MOTeHUManbHOro cybbekTa, a Takke MeTodaM,
MCMOb3YEMbIM ANS NPEAOCTaBEHUS MHOPMALIMK.

Y6eamBWwMCb, YTO MOTEHUMANbHLIA CYObEKT MOHSN MPeAoCTaBNEHHY0 eMy WMHGbOpMauuio, Bpady WM MHOE SO,
MMeloLlee COOTBETCTBYHOLLYIO KBanuUKaLMIO, AO/MKHbI NOAyYMTb A06poBONbHOE MHGMOPMMPOBAHHOE coriacue
cybbekTa Ha yyacTve B WUCCNedoBaHuW, MpeanodTUTENbHO B MUCbMeHHOM dopMe. Ecnm cornacne He MOXET 6biTb
BbIPaXXEHO B MCbMEHHOW (OpMeE, [O/MKHO BbITh HaZneXallyM 06pa3oM 0hOPMIEHO U 3aCBUAETENBCTBOBAHO YCTHOE
cornacue.

BceM cybbekTaM MeAMUMHCKOro UCCNefoBaHus A0/MkHa ObiTb NpefocTaBieHa BO3IMOXKHOCTb MOJTy4YeHus: nHdbopMaLumm
06 0bLmx BbIBOAAX M pe3yrnbTaTax UccnefoBaHus.

27. Tpu NosyYeHUn MHGOPMMPOBAHHOIO COrlacusi HAa y4yacTve B WCCIeAOBaHWUM Bpay AOSHKEH MPOsiBAsSTL 0COByto
OCMOTPUTENBHOCTb B TEX C/lyYasix, KOraa NMoTeHUMasbHbI CyObeKT HaXOAUTCS B 3aBUCMMOM MO OTHOLUEHWIO K Bpady
MOJIOXXEHWW, UM MOXET fiaTb COrylacue Moj AaBneHneM. B Takux ciyyasix MHpOpMMUpoBaHHOE cornacue A0MKHO bbITb
MOSTyYeHO JIMLIOM, WMEIOLMM COOTBETCTBYIOLLYH KBanMbUKaLMIO M MOMHOCTBbIO HE3aBUCMMbIM OT Takoro pofa
OTHOLLIEHWIA.

28. Ecnu noTeHumasnbHbIM CYG'bEKTOM nccnenoBaHus aBnsaeTca nnuo, HecrnocobHoe AaTb VIHCI)OpMMpOBaHHOE cornacue,
Bpa4y AO0/MHKEH NOJlyYnUTb VIHd)OpMVIpOBaHHoe cornacve ero 3akOHHOro npeacrasuTens. Takve nuua He [OSMKHbI
BK/1IOYAaTbCA B WUCCNeAoBaHUA, KOTOPpblE HE HEeCyT ANd HUX Be[.'JOFITHOl\/'I NnoJib3bl, KpOMEe Cny4yaeB, KOrga TaKoe
nccneaoBaHMe NpoBoAUTCA B LENAX yNydlWEHUA OKa3aHUs MEeAULIMHCKOWM MoMoLLm rpynne J'I}O,EI,El\/'I, npeacrtaBuTenemM
KOTOpOVI ABNSETCS MOTEHUMANbHbIN CY6'bEKT, He MOXeT 6blTb 3aMEeHEHO MCCnefoBaHMeM Ha nnuax, CNocobHbIX AaTb
VIHCI)OpMMpOBaHHOE cornacue, a Takxe CBA3aHO TOJ1IbKO C MUHUMAJIbHbIMUA PUCKaMK U Hey,U,O6CTBaMVI.

29. Ecnv noTeHumanbHbiii Cy6bekT, MPU3HaHHbIN He CNOCOBHbLIM AaTh MH(OPMUPOBAHHOE COrlacke, CNocobeH, TeM He
MEHee, Bbipa3uTb COBCTBEHHOE OTHOLUEHME K y4acTUi0 B MCCNEOOBaHWM, Bpay [OSHKEH 3arpoCuTb €ro MHeHue B
JOMOJIHEHNE K COMMacuio €ero 3aKOHHOro MpeAcTaBuUTens. HecornacuMe MOTEHUMANbHOrO Cy6bekTa [0SHKHO
YUMTBIBATHCA.

30. WccnepoBaHus € yvacTveM Cy6beKTOB, (DU3MYECKM MM MCUMXMYECKUM HeCrnocobHbIX AaTb COrfiacue, HanpuMep,
NaLMEHTOB, HAXOASALIMXCA B 6€CCO3HATENbHOM COCTOSIHUM, MOTYT MPOBOAMTLCS TOJIbKO MPU YCNIOBUM, YTO dU3MUecKoe
UM MCUXMYECKOE COCTOsIHUE, NMPENSTCTBYIOLLEE MOMYUYEHMIO MHOPMUPOBAHHOMO COracksi, SBMISIETCS HEOTHEM/IEMON
XapaKTEPUCTMKON UccnesyeMon rpynnbl. B Takux ciydasx Bpay AO/MKEH 3anpalunBaTbh MHPOPMUMPOBAHHOE cornacue y
3aKOHHOrO npeacTaBuTens. Ecnv Takol NpeacTaBUTeNb He [AOCTYMEH, M €CNW BKIKOUYEHWE MauyeHTa He MOXET ObiTb
OTCPOYEHO, MCCeoBaHWe MOXKET MPOBOAUTLCS 6e3 MonydeHust MHAOPMUPOBAHHOMO COrMlacust NMpu YC/IOBUM, YTO
0cobble MPUUYMHBI ANS BKIIIOYEHUSI CYOLEKTOB B WCCIEAOBAHWE B COCTOSIHWUM, MPENSTCTBYIOWEM MPEAOCTABNEHMIO
MH(OPMUPOBAHHOMO COrMacKsi, OrOBOPEHbI B MPOTOKOME WCCIEA0BaHWS, a MPOBEAEHWE WUCCNEAoBaHWs 0po6peHo
KOMWUTETOM MO 3TuKe. Mpu NepBO BO3MOXHOCTU A0MHKHO BbiTb MOMYYEHO cCOriacue Cy6bekTa WM ero 3aKOHHOro
NpeACTaBUTENst Ha MPOAOSDKEHUE YYaCTUsS B UCCIIEA0BaHUM.



31. Bpau gomkeH npeaocTtaBuUTb MAUMEHTY MOSHYHO VIH(bOpMaLI,VIIO 0O TOM, KaKMe 13 acCrneKkToB JIe4YEHUA OTHOCATCA K
npoBOAMMOMY uccriefoBaHuio. OTKa3 nauMeHTa Yy4yacTBOBaTb B WCCNEAOBaHWM WM pelleHWe O BbiXoAde W3
nccnenoBaHna He A0JHKHbI OTpaXaTbCA Ha €ro B3aMMOOTHOLLEHUAX C BPayOM.

32. B MeAMLIMHCKUX WUCCNefoBaHMsIX C MCMOJSIb30BaHWEM BMOIOrMYecKnx MaTepManoB UNU AaHHbIX, A0MYCKakLWUX
MAEHTMdJMKauM}O vuda, OT KOTOPOro oHU 6b111 NOJTy4YeHbl, HanpuMep, Npu nccnegoBaHUAaX MaTepuanoB 6o JaHHbIX,
coaepXxalimxcs B 6rnobaHkax MM aHanorMYHbIX XpaHunuiax, Bpay A0JDKEH MOyYUTb VIHCbOpMVIpOBaHHOG cornacue
Ha noJlydeHune, XpaHeHune n/vnm NMOBTOPHOE MCMOJSIb30BaHWE TakuxX MaTepuanoB UM AaHHbIX. MoryT uMeTb MecTo
NCKJTIOYEHNA, Korga noslydeHune cornacua ana Takoro nccneaoBaHuss HEBO3MOXXHO U Heuenecoo6pa3Ho. B Takux
cny4dasax nccnegoBaHne MOXET NMPOBOAUTLCA TOIbKO MOCE PaCCMOTPEHUA U O,lJ,OﬁpeHVIﬂ KOMUTETOM MO 3TUKE.

Ucnonb3oBaHue nnauebo

33. Monb3a, pucku, Heyn06CTBa n 3de3€KTVIBHOCTb HOBOro BMeWaTenbCTBa AOJ/DKHbI OUEHMBATbCA B CPaBHEHUU C
JIYHLWXMN U3 NPOBEPEHHbIX BMELLATENIbCTB, 3d UCKJTIOYEHNEM CNEAYIOWNX ClyYaeB:

- KOrga He CyuwecTByeT MNpOBEPEHHOrNoO METOA4a BMELWATENbCTBA, MNPUEMNIEMbIM ABNAETCA WCMNOJSIb30BAHWE B
nccnegoBaHunax nnauebo nnm OTCYTCTBMA BMELLATENDBCTBA, nmbo

- Korga B cuny ybeauTenbHbIX M Hay4HO-OBOCHOBAHHbLIX METOAOMOMMYECKMX MPUYMH UCMONb30BaHMe ntoboro
BMeLlaTeNbCTBa, MeHee 3(D(EKTMBHOIO, YeM Nyyllee 13 yxxe NpoBepeHHbIX, a Takke Ucnonb3oBaHue nnauebo nmbo
OTCYTCTBMSI BMelLaTenbCTBa HeobxoamMmbl Ans oueHkn 3ddekTmBHoCcTM nmMbo  6e30nacHOCTU  UccnefyeMoro
BMeLaTeNbCTBa,

Mpy 3TOM MauUMEHTbI, MOJyyYalolMe BMELLATENbCTBO, MeHee 3(hEKTUBHOE, YEM fydliee U3 YXXEe MPOBEPEHHbIX,
nnauebo, WM He Mosyyalowme HWKaKoro BMELLATeNbCTBa, He OyayT noaBepraTtbCsl AOMONHUTENIBHOMY PUCKY
MPUYMHEHNS] CEPLE3HOrO MM HeobpaTuMOro ylepba 340pPOBbIO B pe3ynbTaTe HeMoslyyeHust Nyyllero U3 yxe
MPOBEPEHHbIX BMELIATENbCTB.

KpaliHe Ba)KHO He JomnyckaTb 3/10ynoTpebeHns Tako BO3MOXHOCTbIO.
YcnoBusi NOC/ie OKOHYaHUA UCCefoBaHUA

34. [lo Ha4yana uccnefoBaHUs CNOHCOPbI, UCCNefoBaTeNn U roCyAapCTBEHHbIE OpraHbl CTPaH, B KOTOPbLIX NiaHUpyeTcs
nccneaoBaHne, AOO/DKHbI NpeayCMOTPETb BO3MOXXHOCTb AO0CTyrna Y4YaCTHUMKOB WUCCNeaoBaHUA K TDE6YIOLIJ,El‘;1CFI nMm
Tepanuu, ecnu B npouecce nccrieaoBaHusa BbIICHMAOCL, YTO OHa NPUHOCUT UM MOJNb3Y. OTa VIHCbOpMaLl,VIFI [OmKHa 6bITb
AoBeaeHa A0 CcBeAeHusa y4aCTHUKOB 1UCCieaoBaHUA B npouecce nosyvyeHus VIHd)OpMVIpOBaHHOFO cornacusa.

Peructpauus uccnenoBaHuii, Ny6ankaumMm u pacnpocTpaHeHue pesysibTaToB

35. Kaxaoe 1cciefoBaHue C y4acTUeM NIlofei B Ka4ecTBe CybbeKTOB UCC/IEA0BaHMS AO/MKHO 6bITb 3aperMcTpMpoBaHo
B My6/IMYHO AOCTYNHOM 6a3e AaHHbIX NPex/e, YeM B Hero GyAeT BKIIKOUEH MEPBbIN CyObeKT.

36. WccnepoBaTenu, aBTOPbl, CMOHCOPbLI, PEAAKTOPbl U W3AATENN HECyT STUYeckue 06s3aTenbCTBa B OTHOLIEHWU
nybnvkaumMmM 1 pacnpocTpaHeHWst pe3ynbTaToB WUccnefoBaHusl. MccnepoBaTenu o6s3aHbl 06ecneynTb OTKPbIThIN
[OCTyN K pe3yfbTaTaM MPOBEAEHHbIX MMW WCCNefoBaHWiA C yyacTMeM 4YenoBeka B KayecTBe CybbekTa, U HecyT
OTBETCTBEHHOCTb 3a MOJSIHOTY W JOCTOBEPHOCTb OTYETOB 06 MCCNeaoBaHUsIX. Bce CTOPOHbI AOMKHBI HEYKOCHUTENBbHO
NpUAEPXKMBATBLCS  OBLLEMPUHATBIX 3TUYECKMX MPUHLUMMOB MNpWU MOArOTOBKE OTYETOB 06 uccnefoBaHusix. Kak
MONOXUTESNbHbIE, TaK M OTpULLATENbHbIE, @ TAKKEe He MO3BOJSWME CAeNaTh OKOHYaTeNbHbIE BbIBOAbLI Pe3ybTaThl
UCCNefoBaHWi AOSKHbI NMYy6IMKOBATLCS MM MHBIM 0B6pPa3oM CTaHOBUTLCS MY6IMYHO AOCTYMHbIMU. B ny6nukaumm
AOJDKHbI 6bITb YKasaHbl UCTOYHUKU (DMHAHCUPOBaHUS, NMPUHAANIEXHOCTb K KaKUM-1MB0 OpraHM3aumsiM v UMetoLMecst
KOHMNMKTbI MHTEpecoB. OTYeTbl 06 WCCNefoBaHMSX, MPOBEAEHHbIX C HapylleHWEeM MPUHLMMOB, YCTAaHOBNEHHbIX
HacTosien [leknapaumen, He AOMKHbI MPUHUMATLCS K NyGnnkaumm.

HenposepeHthe BMeLlaTesibCTBa B KIMHUYECKOMN npakKTuke

37. Mpy NeYeHnn KOHKPETHOMO MaLMeHTa, eCiv NPOBEPEHHBIX BMELIATENBCTB HE CYLLECTBYET WK CYLLECTBYIOLME HE
OKa3blBatloT AO/MKHOro 3dekTa, Bpay, NOC/e KOHCYbTaLMM C SKCNepTaMu 1 Nnoy4yeHns MHOPMMPOBAHHOTO Cornacus
nauveHTa WM ero 3aKOHHOrO MpeacTaBUTeNs, MOXET MCMNOSb30BaTb HEMpoBepeHHOe BMELaTenbCTBO, €C/n, Mo
MHEHWIO BPaYa, €ro NpuMMeHeHne JaeT HageXay CnacTyh XKXU3Hb NauMeHTa, BOCCTAHOBWTL ero 340pP0Bbe Man 0bneryntb
CTpafaHus. Takoe BMeLWaTebCTBO AO/MKHO BNOCNEACTBUM CTaTb 06bEKTOM UCCNEA0BaHUS, OPraHM30BaHHOIO C LeNbio
OLEHKM ero apdekTMBHOCTM K 6e3onacHocTH. B ntobom cnyyae, Bcs HOBasi MHGOPMaLMsl A0MDKHA AOKYMEHTMPOBATLCS
W, B COOTBETCTBYIOLMX CyYasix, CTaHOBUTbCS My6IMYHO AOCTYMHOWA.



XenbcuHKCKas aeknapaumns BMA Ha aHrMUCKOM S3bIKE.
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