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Mpeamoyaa
1. Beemupnas Menumackas Accormarusi (BMA) paspaborana XenbCHHKCKYI0 Jlekiapaiuio B KauecTBe CBOJAA ITHYCCKHX MPUHIMIIOB IPOBEACHUS
MEMLMHCKUX HCCIIENOBAHUIA C y4acTHEM YelOBEKa B KayeCTBE CyObEKTa, B TOM HYHCJIE HCCICAOBAHHMI OMOJIOrMYECKHX MATEPHANIOB WM JAHHBIX,
JIOIYCKAIONINX UACHTH(HKAINIO JIUNA, OT KOTOPOTrO OHU OBLIH IOIyYEHBI.

Texcr Jlexnmapanuu nNpeaHAa3HAueH JUIS HCIOJB30BAHMS B KadecTBE LEJIOCTHOTO JIOKYMEHTA, M KaXKI0€ €ro OTAEIbHOE IOJ0XKEHHE
JIOJDKHO MPHMEHSATBCS € Y4ETOM BCEX JAPYTHX IPUMEHUMBIX TTOJI0XKECHHUIL.

2. B coorBerctBuu ¢ monHomouusiMu BMA, Jleknapauus aapecoBaHa, Npexie Bcero, BpadyaM. BMA mnpusbiBaeT Jpyrux JML, BOBJICYEHHBIX B
MEIMLMHCKHIE UCCIIEIOBAHMS C YUaCTHEM YEIOBEKa B KaUueCTBE CyObeKTa, CJICA0BATh 3TUM IIPHHLIUIIAM.

OcHOBHBIE TPUHUHUIIBI
3. XKeneBckas nexnapauuss BMA onpenenser 1oir Bpaya CHEAYIOLUIMMH ClIoBaMH: "30pOBbE MOETro INMalueHTa Oyner Moel riaBHOW 3a00Toit", a
MeXyHapoaHblid Koseke MequuuHCKON THKH 1acuT: "Bpad nmpy oka3aHuM MeAWIMHCKON ITOMOIIH J0JDKEH JeHCTBOBATh B MHTEpecax namueHra'.

4. Jlonr Bpaya — HOJEP>KHBATh U OXPAHATH 3[0POBbE, OJIArONOTyYHe U IpaBa MAlUEHTOB, B TOM YHCIE TeX, KOTOPbIE YYacTBYIOT B MEIUIIMHCKOM
HCCIIEIOBAaHNN. 3HAHUS M COBECTh Bpaua JOJDKHBI OBITH HAallPaBJIEHBI HA CITY)KEHUE 3TOMY JOJTY.

5. Tlporpecc MeQMIMHBI OCHOBAH HA HAYYHBIX HCCIEJOBAHHUSX, KOTOPbIE, B KOHEUYHOM CYETE, JOJDKHBI BKIKOYATH UCCIENOBAHMUS C YUACTUEM JIFOJIEH
B Ka4eCTBE CyOBEKTOB.

6. OcHOBHas 1Ie/Ib MEJMIMHCKUX HCCIEN0BAHUH C yuacTHEeM 4eloBeKa B Ka4eCTBE CyObEKTa COCTOMT B TOM, YTOOBI IIOHSATh INPUYHMHBI, MEXaHH3MbI
Pa3BUTUS M HOCIEACTBUS 3a00J€BaHHN M COBEpPIICHCTBOBATH NPOGHIAKTHYCCKHUE, THArHOCTHICCKUE H TeparleBTHIECKHE BMEIIaTebCTBA

(MeTozpl, IpoLeLyPhl U BUABL Tepanuu). Jlaske JTydiine U3 IPOBEPEeHHBIX BMEMIATEILCTB JOJDKHBI IOCTOSHHO IOCPEICTBOM UCCIEJOBAHHI MOJBEPraThCs
OLICHKE Ha NPeMET X 0e30MacCHOCTH, ) (PEKTHBHOCTH, ICHCTBEHHOCTH, JOCTYITHOCTH 1 Ka4eCTBa.

7. MenuuuHCKUe MCCIENOBAHUsA JOJDKHBI IPOBOAUTHCSA C COOMIOZEHHMEM JTUUECKHX CTaHAApTOB, ApaHTHPYIOIIUX YBa)KeHHE KO BCEM CyObeKTaM
HCCIIeIOBAHUHN U 3aILUTY UX 310POBbS U IIPaB.

8.B 1o BpEMs Kak OCHOBHAas LCJIb MEAUITUHCKUX I/ICCHC,HOBaHI/Iﬁ — IOJIY4YCHHE HOBBIX 3HaHHﬁ, JTa 1CJIb HUKOrIa HE JTOJDKHA MPEBAJIMPOBATH HAZl IpaBaMu
1 AHTEpECaMHU OTACIIBHBIX Cy6’]>€KTOB HCCIICOOBAHUAA.

9. doarom Bpadva, BOBJICYCHHOTO B MEIMIMHCKOE HCCICIOBAHHUE, SBISIETCS 3aIUTA XKU3HH, 3M0POBbs, JOCTOMHCTBA, HEIPHKOCHOBEHHOCTH, IpaBa Ha
caMoOMpe/eeHne, YaCTHYIO JKH3Hb U KOH(PUICHIIMATIBHOCTD MIEPCOHANBHBIX TAHHBIX CYOBEKTOB HcciaenoBanus. OTBETCTBEHHOCTH 3a 3aIUTY CYyOHEKTOB
HCCIICIOBAHMS BCEra HECeT Bpad WM WHOM MEJMIMHCKHHA pabOTHHK, W HH B KOEM Cllydae TaKasi OTBETCTBEHHOCTh HE MOXET ObITh BO3JIO)KEHA Ha
CcyObeKTa HCCIEI0BAHMSI, JaXKe eCIIH OH JIall CBOE COTIIACHe.

10. Bpaun OMKHBI YYUTHIBATh KaK HAl[MOHAJIBHBIE, TAK U MEXKIYHapOJHbIE 3TUUECKHUE U ITPABOBbIE HOPMbI M CTaHAAPTHI MPOBEAEHUS MCCIIEIOBAaHUMN C
ydJacTHeM deJoBeKa B KadecTBe cyObekTa. Hukakne HalMOHANbHBIE HIIM MEXIYHApOIHBIE STHUECKHE WM IPABOBBIE TPeOOBAaHUS HE JODKHBI yMAliTh
MIIH OTMEHATH MepHI 0 3aIlUTe CyObeKTOB HCCIeI0BaHuUs, YCTaHOBICHHbIE HacTosmeH Jleknapanueii.

11. MeZ[I/H_H/IHCKI/Ie HCCIIe€I0BaHUA TOJDKHBI IPOBOAUTECS TaKUM 06p330M, 4TOOBI MHUHHUMU3UPOBATH BO3MOHBIH Bpen Opr)KaIOH.IeI\/'I cpene.

12. MeauiuHCKie UCCIIeI0BaHMs C y4acTHEM YelloBeKa B KauecTBe CyObeKTa JOJDKHBI MPOBOJUTHCS TOJBKO JIMIAMH, HMEIOIIUMH COOTBETCTBYIOIILYIO
3THYECKYI0 W HAYYHYIO MOATOTOBKY, 0Opa3oBaHMe WM KBanmm¢pukarmio. MccienoBaHue ¢ ydacTHEM MAIMEHTOB MM 3JI0POBEIX JJOOPOBONEIEB Tpedyer
KOHTPOJIS CO CTOPOHBI KOMIIETEHTHOTO M MMEIOLIEr0 COOTBETCTBYIOIIYIO KBATH(DHKALUIO BPaua MIIM HHOTO MEMIMHCKOr0 paOOTHHKA.

13. prrmaM, B HeZ[OCTaTO‘IHOﬁ MEPE INPUBJICKAEMBIM K yJaCTHIO B MEAUIMHCKHUX HUCCIICAOBAHUAX, H606XOZ[I/IMO 00€eCTIeYnTh BO3MOKHOCTh yJacTus B
HHX.

14. Bpauu, coueraroniye MEIUIMHCKUE UCCIIEOBAHUS C OKa3aHMEM MEJULUHCKON MOMOIIH, JOKHBI MPUBJIEKATh K YYaCTHIO B HUX CBOMX IMAallUEHTOB
TOJILKO B TOW CTETIEHHU, B KAKOW 3TO ONPaBJIAHO C TOYKH 3pEHHS MOTEHINAIBHON NPOGHIAKTHYECKOM, THArHOCTUYECKOM UITH TeparneBTUYECKOi IEeHHOCTH,
1 €CJIV Bpad MMeEeT JOCTaTOYHbIe OCHOBAHUS I0JIaraTh, 4TO Y4acTHE B MCCICIOBAaHUN HE CKa)KeTCsl HeONIaronpusaTHEIM 00pa3oM Ha 3I0pPOBbE MAIUEHTOB,
SIBIITIOIINXCS CyOBEKTaMH HCCIISIOBAHHSL.

15. CyGBeKTaM, TIOCTpaAaBILINM B PE3YyJIbTaTEC Yy4aCTHA B UCCIICJOBAHUHU, NOJIKHBL OBITH TapaHTUPOBaHbI COOTBETCTBYIOLINE KOMIICHCALIUS U JICUCHUEC.

Pucku, Hey100¢TBa M N0JIb32

16. B MenuumHCKOW TpaKTHKe M B MEIMIMHCKUAX WCCIICJIOBAHUAX OOJBIINHCTBO BMEIIATENBCTB CONPSIKEHO C ONpEJCICeHHBIMUA PHCKaMH H
Heyn00CTBaMH.

MeuIHCKOE HCCIEOBAHNE C yJacTHEM 4YeloBeKa B KadecTBE CyOBEKTa MOXKET MPOBOJHTHCA TONBKO TOTZA, KOTJa BAKHOCTH LIETH HCCIIEIOBAHHUS
TPEBBIIIACT PUCKH U HEYN00CTBA JUIs CyOBEKTOB HCCIICTOBAHHS.

17. KaxxpoMy MEIUIMHCKOMY HCCIIEIOBAHHIO C YYacTHEM 4YeJOBeKa B KauecTBE CyOBEKTa JODKHO MPEALISCTBOBATH TIIATEIBHOE COIMOCTABICHHUE
BO3MOXKHOTO PHCKa M HEYJOOCTB JUIS BKJIIOYCHHBIX B MCCIICIOBAHHE JIUI WX TPYII C OXKUAAEMOH MONB30H KaK Ml 9THX, TaK M JUISl JPYTHX JIHI] WK
IPYII HaceNeHH sI, CTPAIAIOIINX OT 3a00JIeBaHHS/COCTOSHUS, IIPH KOTOPOM IPOBOAUTCS JAaHHOE UCCIICIOBAHHE.



I[OJ'I)KHLI OBITh NPEANPHUHATEI MEPBI IO MUHUMMU3ALUU PUCKOB. Pucku J0OMKHBI MOCTOSTHHO KOHTPOJIMPOBATHCA, OLCHUBATBCA U JTOKYMCHTHPOBATHCA
HCCICOOBATCIISIMUA.

18. Bpaun He HODKHBI IPUHUMATH YYACTHE B UCCIICIOBAHUAX C yIACTHUEM JIIOJICH B KauecTBe CyOBEKTOB, €CII OHH HE YBEPEHBI B TOM, YTO POHM3BEICHA
HaJUIeKaIas OLICHKa BO3MOKHOTO PHCKA, U YTO €r0 MOXKHO aJJeKBaTHO KOHTPOJIMPOBATH.
Ecnu BbIACHSETCS, YTO PUCKU NPEBBILIAIOT OXKUAAEMYIO IT10JIb3Y, JIMOO CTAHOBUTCS OYEBHJICH OIPEAENICHHBIH MCXOJl MCCIICIOBAHMS, BpayM JOJDKHBI
OLICHHUTBH LETECO00PA3HOCT MPOJOIDKEHNS, H3MEHEHHUS MO0 HEMEICHHOH OCTAaHOBKHU HCCIICJOBAHMSI.

Ys3BUMBIe JUIA H TPYIIIBI JTHI

19. HekoTopsle IHLA M TPYONbl JIHI[ SBIAIOTCS 0CO0O YSA3BHMBIMH, U €CTh IOBBIIIEHHAs BEPOSTHOCTb HPOSBICHHS II0 OTHOMIGHUIO K HUM
HECIPaBEeUTHBOCTH JTMO0 IPHINHEHUS JOMOJHUTEIFHOTO BPEAa.

Bce ysi3BUMBIC JIMIIA ¥ TPYIIIIBI JILL JOJDKHBI HOTy4aTh OCOOYIO 3aIHTY.

20. MenumHCKOE UCCIIEOBAHUE C yJaCTHEM YSI3BHMBIX IPYIII JIUI ONPaBAaHO TOJIBKO B TOM CIIydae, eClIH OHO MMEET OTHOIICHHE K HOTPeOHOCTAM U
HPHOPUTETAM OKa3aHUS MEIUIMHCKON NOMOIIM UMEHHO JAHHOH KaTerOpHHM JIMI U HE MOXKET OBITh IPOBEJEHO C y4acTHUEM JIUL, HE OT- HOCSIIUXCS K
ysa3BuMol rpymne. Kpome Toro, 3Ta KaTeropus JHIl JOJDKHA IOTy4aTh IOJb3Yy OT TEOPETHMYECKMX M IPAKTUYECKHX 3HAHUIl MM HOBOIO MeToaa
BMEIIATENILCTBA, OIyYEHHBIX B PE3yJIbTAaTE HCCIIEN0BAHUS.

HayyHble TpeOOBaHHS U MPOTOKOJbI HCC/Ie10BAHMI

21. MeaunuHCKHE HCCIENOBAHUS C yJacTHEM 4elIOoBeKa B KadecTBE CyOBEKTa JOIDKHBI COOTBETCTBOBATH OOLICHPHHATHIM HAYYHBIM NPUHIMIAM H
OCHOBBIBAaTbCS HAa TJyOOKOM 3HAHMM HAay4yHOW JIMTEpaTyphl, APYIMX HCTOYHHKOB HMH(OpMALMM, HA pe3ylbTaTaX HOCTATOYHBIX JIaOOPATOPHBIX
UCCIICZIOBAHUI M, NPU HEOOXOAMMOCTH, HCCIEJOBAaHMH Ha >XMBOTHBIX. HeoOXOAMMO MpOSBIATE T'yMAaHHOCTb 10 OTHOLICHUIO K JKMBOTHBIM,
HCTIONIb3YyEMBIM B UCCIIEJOBaHHUSAX.

22. Jln3aiiH ¥ MOPSAOK BBIOIHEHHUSI KaXKI0I0 HCCIIEI0BAHMS C yUacTHEM YeJoBeKa B KaueCcTBE CyObeKTa JOJDKHBI ObITh YETKO OMUCAHBI 1 00OCHOBAHBI B
MIPOTOKOJIE UCCIICIOBAHUSI.

IIpoTOoKON MOKEH OCBEIIATh ITUYECKHE ACMEKThl MCCICAOBAHMS M COAEP)KaTh MH(OPMALMIO O TOM, Kak 0OecreyrBaeTcs COOIIOJCHHUE MPHHIIUIIOB
Hacrosieit Jexnaparmu. [IpoTokos DomKeH coaepkaTs HHPOPMALUIO 00 HCTOYHHKAX (PUHAHCHPOBAHMUSI, CIIOHCOPAX HCCICAOBAHUS, TIPUHAIICIKHOCTH K
KaKAMH-JIM0O0 OpTaHM3alMsAM, BO3SMOXHBIX KOH(DIMKTAaX HHTEPECOB, METOIaX CTUMYJIMPOBAHUS CYOBEKTOB HCCIIENOBAHHS U MH(POPMALINIO, OTHOCSIIYIOCS
K YCIIOBHSIM JICUCHHS H/MIM KOMIICHCAIIUH CYObeKTaM B ClIydae HAHECEHHUS Bpeaa MX 3[0POBBIO B PE3yJIbTaTe yIacTHsl B UCCIICOBAHHN.

B KJIMHHYECKHX HCCICAOBAHUSIX MPOTOKOI JOJDKEH TAK)KE OMUCHIBATH COOTBETCTBYIOIINE YCIOBUSI, SHCTBYIONIHE OCIE OKOHIAHHS UCCIICIOBAHHS.

Komurersl no 3tuke

23. Ilepen HayaIOM MCCIEOBAHUS IIPOTOKOI JOJDKEH OBbITh HAlPaBJICH JJIsl pACCMOTPEHHs], KOMMEHTHPOBAHUS, BBIPAOOTKH PEKOMEHIALMN U 0100pEeHHs
B COOTBETCTBYIOIIHII KOMHTET IO dTHKE. Takoil KOMHTET HOJDKEH OBITh NPO3paueH B CBOEH NEATENLHOCTH, HE3aBHCHM OT HCCIIEJOBATENs, CIIOHCOpa 1
JIF000Tr0 HHOTO HEYMECTHOTO BIMSHUS, JOJDKEH HMETh HaJUIeXKaIylo kBanudukanuo. OH JOIDKEH yYUTHIBATh 3aKOHBI H MOA3aKOHHBIE aKThl CTPAaHbl MU
CTpaH, B KOTOPBIX IUIAHUPYETCs NIPOBEJICHHE MCCIEN0BAHUs, a TAKXKE COOTBETCTBYIOIINE MEXKIyHApOIHbIe HOPMBI U CTAHIAPThL, KOTOpbIE, OJHAKO, HE
JIOJDKHBI yMAJIATh WJIM OTMEHSTH MEpHI 110 3allliTe CyOBEKTOB UCCIISJOBAHMS, yCTAaHOBJICHHBIE HacTosmIel [lexiaparyei.

VY komuTeTa ZOHKHO OBITh IPABO OCYIIECTBIISATH MOHMTOPUHT TEKYLIMX MCCIIeA0BaHUiL. McenenoBaTesb 00s3aH IPEIOCTaBIATh KOMUTETY HH(OPMALIHIO,
HEOOXOMUMYIO JUISi TaKOrO MOHHTOPUHIA, B OCOOCHHOCTH HH(OPMAIHUIO O JIOOBIX Cephe3HBIX HEXENaTeNbHBIX sBICHMAX. Hukakue MONpaBKH K
IIPOTOKOJly HE MOTYT OBITh BHEAPEHBI 0e3 paccMOTpeHHs M onoOpeHus komutera. Ilocie OKOHYAHHUS HCCIISHOBAHMS HCCIICNOBATENN JIOJDKHBI
HPEACTAaBUTh B KOMUTET (DHHAIBHBINA OTYET, COACPIKALIMIT PE3IOME PE3y/IbTATOB U BHIBOJIOB MCCIICAOBaHMA. YacTHast )KU3Hb U KOH(HUICHIIMATEHOCTh

24. I[OJ'[)KHI)I OBITH IIPUHATHI BCE MEPHI I 3alllUThI YaCTHOM KU3HU CyG’BeKTOB HUCCJIICIOBaHUA U KOHqJI/II[eHL[I/[aJIBHOCTI/I HX NEPCOHAJIBHBIX JTaHHBIX.

HUudopMupoBaHHoOe coriiacue

25. YuacTue B KauecTBe CyOBEKTOB MCCIICIOBAHMS JIMII, CIOCOOHBIX JaTh HHGOPMHPOBAHHOE COTJIACHE, IOJDKHO OBITh 0OpoBONBHBIM. HecMoTpst Ha To,
4TO B PsAfie CIy4yaeB MOXET OBITh yMECTHON KOHCY/BTAlMsl C POACTBEHHHKAMU MIIM JIMJEPAMU COLMATBHON IPYIIIBI, HU OIHO JIHIO, CIIOCOOHOE 1aTh
MH(POPMHPOBAHHOE COTIIACHE, HE MOKET OBITh BKIIFOYEHO B FICCIIE/IOBAHUE, ECITH OHO HE JIaJI0 CBOETO COOCTBEHHOTO JI0OPOBOIBHOTO COTJIACHSI.

26. B MeIMIIMHCKOM HCCIIEIOBAaHUU C y4acTHEM B KayecTBe CyOBEKTOB HCCIEIOBAHUS JIMI], CIIOCOOHBIX JaTh MH(GOPMHPOBAHHOE COTJIACHE, KaXKIbIi
MOTEHIMAIBHBIN CyOBEKT NOIDKEH IOJTYYHTh IOCTATOYHYI0 HH(OPMAIHMIO O IIENSX, METOJax, MCTOYHMKAaX (HHAHCHPOBAHHS, JFOOBIX BO3MOXKHBIX
KOH(QIIMKTaX HHTEPECOB, IPUHAUISKHOCTH K KaKUM-JIN00 OpraHU3aLHsIM, 0JKHIAeMOH M0JIb3e U IIOTEHIIHAIBHEIX PHCKaX, 0 HeYL00CTBaX, KOTOPIE MOTYT
BO3HHUKHYTH BCJIEICTBHE YYaCTHsI B HCCIICNOBAHHHU, YCIOBHAX, ACHCTBYIOIIMX MOCTE OKOHYAHUS HCCICIOBAHMS, & TAK)KE O JIFOOBIX HHBIX 3HAYUMBIX
acriekTax ¥ccienoBaHus. [IOoTeHIMaNBHEIN CyOBEKT HCCIIENOBAHHS NODKEH OBITH HMPOMH(OPMHPOBAH O CBOEM IIpaBe OTKAa3aThCsl OT YJYAaCTUS B
HCCIIEIOBAaHNA HIIM OTO3BaTh CBOE COIJIACHE HA yJacTHe B 000 MOMEHT 0e3 KaKnUX-THO0 HeOIaronpusaTHEIX I cebs mocienctsuid. Ocoboe BHUMaHNe
JTOJDKHO YIENATHCS CIenU(PUIecKiM HHOOPMAIMOHHBIM MOTPEOHOCTSIM Ka)KIOT0 MOTEHIIHMAIBHOIO CYOBEKTa, a TaK)KE METONaM, HCIONB3YEeMbIM IS
IpeoCcTaBIeHNsT HHOOPMAIHH.

YO6enuBIUCh, YTO MOTEHIHANBHBIH CyOBEKT IOHSI NPENOCTAaBICHHYI0 eMy HH(OpManmuio, Bpad MIHM HHOE JHUIO, UMEIOLIee COOTBETCTBYIOLIYIO
KBAUTH(UKAIMIO, TOJDKHBI IOMYYHTh JOOPOBOIbHOE HH(MOPMHPOBAHHOE COIVIaCHE CyOBEKTa Ha ydJacTHE B HCCIICJOBAHHMHU, NPEIIIOYTHTENEHO B
micbMeHHOH (opme. Ecim cormacme He MoOXeT OBITh BBIPXKEHO B IMCEMEHHOH (opMe, NODKHO OBITh HaUIeKalluM 00pa3oM O(QOpMIICHO H
3aCBUIETEILCTBOBAHO YCTHOE COTJIACHE.

Bcem CyGBeKTaM MCIUIUHCKOI'O UCCICIOBaHUS JJOJDKHA OBITH NpeaocTaBjIeHa BO3MOXXHOCTD ITOJTYUCHUS I/IH(i)OpMaLII/II/I 00 O6H_II/IX BBIBOJIAX U pe3yJIbTaTax
HCCICOOBAHUS.

27. Tlpu nomy4eHnn HGOPMUPOBAHHOTO COTJIACHS HA y4acTHE B MCCIICOBAaHUHU Bpad JODKEH NMPOSBIATH OCOOYI0 OCMOTPUTEIHHOCTh B TEX CIIydasXx,
KOT/Ia TIOTEHIMABHEIN CyObeKT HAXOJAUTCS B 3aBHCHMOM IO OTHOMICHHIO K Bpady MOJIOKEHWH, MM MOXKET JaTh COTJIacHe TOJ AaBieHHeM. B Taxumx
cltydasx MH(pOPMHPOBAHHOE COTJIACHE JIOJDKHO OBITH MOJYYEHO JIMIIOM, HMEIOIIUM COOTBETCTBYIONIYIO KBATU(HUKAINIO U MOJHOCTBIO HE3aBUCHMBIM OT
TaKOI'o pOjia OTHOLIEHHUH.

28. Ecny moTeHIMANbHBIM CyOBEKTOM HCCIIEIOBAHUS SBISIETCS JIMLO, HECHOCOOHOE JaTh MH(OPMUPOBAHHOE COIVIACHE, Bpay IOJDKEH IOIYyYHThH
HHGOPMHPOBAHHOE COTJIACHE €r0 3aKOHHOTO IpelcTaBUTeNs. Takue JHia He JOJDKHBI BKIIIOYATBCS B HCCIEJOBAHHS, KOTOpPbIE HE HECYT JUIT HHUX
BEPOSITHOIM TOJB3bI, KPOME CIIydaeB, KOTAA TAKOE MCCIEIOBAHUE TPOBOJAMUTCS B HESIX YIYUIICHHS OKa3aHWS MEIMIIMHCKOW MOMOIIM TpyHIEe JHOJCH,
MIPEICTaBUTENIEM KOTOPOH SIBISICTCS] OTCHIIHANIBHBIIN CYOBEKT, He MOXKET OBITh 3aMEHEHO MCCIIEI0BAaHUEM Ha JINNAX, CIIOCOOHBIX JaTh HH(OPMHPOBAHHOE
coryacue, a TakKe CBSI3aHO TOJIBKO ¢ MUHHMAIBGHBIMH PUCKaMH U HEYyT0OCTBAMH.



29. Eciu noTeHuuanbHbINA Cy6T>€KT, HpI/ISHaHHLIﬁ HE CHOCOOHBIM JaTb HHq)OpMPIpOBaHHOC coryacue, CHOCOGGH, TEM HC MEHEC, BbIPA3UTh cOOCTBEHHOE
OTHOIIEHHUE K YJaCTUIO B MCCJIECAOBAaHNHU, Bpad NOJDKCH 3alIPOCUTH €0 MHCHHC B JOIIOJHEHHUE K COITIACHIO €r0 3aKOHHOI'O IIPEACTaBUTEIIA. Hecornacue
TOTECHIHUAJIbHOI'O Cy6'beKTa JOJDKHO YYUTBIBATBCA.

30. HccnenoBaHust ¢ y4acTHEM CyOBEKTOB, (DH3MUECKH WM IICHXHYCCKH HECHOCOOHBIX JaTh COTJACHe, HAapUMep, HAI[HeHTOB, HAXONAIINXCS B
6€CcCO3HATEILHOM COCTOSIHHH, MOTYT IIPOBOIHUTHCS TOJBKO MPH YCIOBHH, YTO (PU3MYECKOE MIIH NICHXHYECKOE COCTOSHHE, MPEHSATCTBYIONIEE MOIyICHHUIO
MH(POPMHPOBAHHOTO COIJIACHUsl, SBIISIETCS HEOThEMIIEMOH XapaKTEPUCTHKOH HCCleqyeMoil Ipymmsl. B Takux ciydasx Bpau JOIDKEH 3allpalinBaTh
HH(QOPMHPOBAaHHOE COTJIACHE y 3aKOHHOTO IpeAcTaBUTeNs. Eciu Takoil mpeAcTaBHTeNs He JOCTYIEH, U €CIH BKIIIOUCHHE MAIl[UeHTa He MOXET OBITh
OTCPOYECHO, HCCIEJOBAHUE MOXET HMPOBOIMTHCSA O€3 IMONydeHHs MH(POPMPOBAHHOIO COIJIACHS IIPU YCIOBUM, YTO OCOOBIC NMPHYUHBI JJIS BKIIOUCHHS
CyOBEKTOB B HCCJICJOBAHUE B COCTOSIHUH, NPEIISITCTBYIONIEM IIPEIOCTABICHHUIO HHPOPMUPOBAHHOTO COIJIACHUsl, OTOBOPEHBI B IIPOTOKOJIEC UCCIICAOBAHUS, a
IIPOBEJICHHE HCCIEA0BAaHUS 0JJ0OPEHO KOMUTETOM 10 3THKE. [Ipu 1mepBoif BO3MOKHOCTHU JOMKHO OBITH MOJY9eHO COITIACHE CyOBEKTa HIIU €r0 3aKOHHOIO
IpeJICTAaBUTENIs Ha IIPOJOJDKEHHE YUaCTHs B HCCIIE0BAaHUH.

31. Bpﬂ‘l JAOJDKEH NMTPEAOCTaBUTH IMAITUECHTY ITOJIHYIO I/IHq]OpMaI_II/IIO O TOM, KaKHU€ U3 ACIIEKTOB JICUCHUSA OTHOCATCA K IIPOBOAUMOMY HCCIECAOBAHUIO. Orkas
TanueHTa y4acTBOBaTh B UCCJICAOBAHNU UJIU PEIICHUE O BBIXOAE U3 UCCICAOBAHUA HE JOJDKHBI OTPAXKaThCA Ha €ro B3aUMOOTHOLIEHHUAX C Bpa4OM.

32. B MEAUIMHCKHUX HCCIIEOBAHUAX C HCHONIB30BAHHEM OMOJIOTMYECKUX MATEPHAIOB MM JAHHBIX, JOMYCKAIOMNX HISHTU(QUKALHMIO IUNA, OT KOTOPOro
OHM OBUIM IOJIy4YCHBI, HALIPUMEP, NPH HCCIIEJOBAHUIX MAaTEPUAIOB JIMOO JAHHBIX, COACPKAIIMXCA B OMOOAHKAX MM aHAJIOTMYHBIX XPAHWIIHILAX, Bpad
JIOJDKEH TOJTy4UTh HHOPMUPOBAHHOE COIIIACHE Ha NOTYYCHHE, XPAHEHNUE H/WIIM IOBTOPHOE UCIOIb30BAHHUE TAKMX MATEPUAIOB U JAHHBIX. MOryT HMETh
MECTO UCKIIIOUEHHs, KOIr/[a MOyYeHHe COINIAcUs UL TAKOTO MCCISIOBAaHN HEBO3MOXKHO HIIU HellellecooO0pa3Ho. B Takux ciydasx HcCleJoOBaHHE MOXKET
IIPOBOJMTHCS TOJIBKO I1OCIIE PACCMOTPEHUS M 0JJ00PECHUSI KOMHUTETOM I10 STHKE.

Hcnosb3oBaHue miianeéo
33. Ilomp3a, pucku, HeynoOcTBa M I(P(EKTUBHOCTH HOBOTO BMEIIATENIHCTBA OJDKHBI OLICHHBATHCS B CPABHEHHH C JIyYHIMMH U3 MPOBEPEHHBIX
BMEIIATENIbCTB, 32 HCKIIIOYCHHEM CIICAYIOIHX CIyYaes:

- KOrJa He CYIIECTBYET MMPOBEPEHHOr0 METOJa BMELIATENbCTBA, HPHEMIIEMBIM SIBISCTCSI HCIIOJIb30BAaHUE B HMCCIICNOBAHHUAX IUIAE00 WM OTCYTCTBHS
BMEIIIATEILCTBA, THOO

- KOrZla B CHIIy YOCAMTEIbHBIX M HAy4HO-O0OCHOBAaHHBIX METOOJIOTHYECKUX MPHYMH MCIIOIb30BaHHE JII000r0 BMEIIATENIbCTBA, MeHee 3((HEeKTUBHOTO,
YeM JIydlllee U3 y)Ke IPOBEPEHHBIX, a TAK)Ke MCII0JIb30BaHKE ILIALe00 JIHO0 OTCYTCTBHS BMEIIATEILCTBA HEOOXOAUMBI JULs OLECHKHU 3((PEeKTHBHOCTH T1O0
6€301acHOCTH UCCIIEyeMOTO BMENIATEbCTBA,

IIPH 3TOM IALKEHTbI, TIOTy4alol[ie BMEIIATEILCTBO, MeHee 3 (hEeKTUBHOE, YeM JTydllee U3 y)Ke POBEPEHHBIX, IUIae00, WK He MOTyYaolie HUIKAKOro
BMeIIATeNIbCTBA, HEe OyIyT NOABEPraThCs IOIOIHUTEILHOMY PHCKY HNPUYUHEHHUS CEphe3HOro WIM HeoOpaTUMoro ymiepba 3I0pOBBIO B pe3yibTare
HEIOTy4eHuUs TyqILIero 13 y>ke IPOBEPEHHBIX BMEIIATEIbCTB.

KpaiiHe Ba)HO He JOIyCKaTh 3JI0yHOTPEOICHHS TAKOH BO3MOXKHOCTBIO.

YcoBus Mocjie OKOHYAHUS HCCIEI0BAHUA

34. Jlo Hayaja WCCJIENOBAHHs CIOHCOPBI, MCCIEIOBATENIU M TOCYAApPCTBEHHbIE OpraHbl CTpaH, B KOTOPBIX IUIAHUPYETCS HCCIENOBAHUE, OJIKHBI
IIPEyCMOTPETh BO3MOXKHOCTh JIOCTYIIA YYaCTHHKOB HCCIIENOBAHUS K TpeOyromeiicss UM TepalHy, eCIM B POILeCCe MCCIEeN0BAaHUS BBISCHIUIOCH, YTO OHA
HPUHOCHT MM HOJb3y. DTa MH(pOPMALHs JODKHA ObITh JJOBEICHA O CBEJCHUS YYaCTHHUKOB MCCIICIOBAHHS B IPOLIECCE MOMy4eHUs HHOOPMUPOBAHHOTO
coriacus.

Perucrpanus uccije1oBaHuii, my0JuKAIMA U PACIPOCTPAHEHHE Pe3y/IbTATOB
35. Kaxmoe nccneoBaHne ¢ ydacTHEM JIOfied B KadecTBe CyOBEKTOB HMCCIEIOBAHHS JIOJDKHO OBITh 3apPETMCTPHPOBAHO B IyOJIMYHO JIOCTYITHOH 6ase
JTaHHBIX IPEX]e, YeM B Hero OyJeT BKITIOUYEH IePBBIil CyObeKT.

36. HMccnenoBarenu, aBTOPBI, CIIOHCOPBI, PENAKTOPHI M HM3IATENH HECYT JTHYECKHEe 00sA3aTeNbCTBAa B OTHONICHHHU ITyONWKAIUH U PacHpOCTPAHEHHUS
pe3yabTaToB uccienoBaHus. VccnenoBaTenn 00s3aHBI 00ECIEUNTH OTKPBITHIM JOCTYII K pe3ysbTaTaM IPOBEACHHBIX UMHU HCCIENOBAHHH C ydacTHEM
YelloBeKa B KadecTBE CyObEKTa, M HECYT OTBETCTBEHHOCTh 3a IOJHOTY M JIOCTOBEPHOCTh OTYETOB 00 HCCIEJOBAaHHSX. Bce CTOPOHBI JOKHBI
HEYKOCHHTENBHO TIPUACPIKUBATHCS OOMICNPHHSATHIX 3THYCCKUX IPHHIUIIOB IPH MOATOTOBKE OTYETOB 00 MCCIIENOBaHUAX. Kak MOJNIOKUTENBHBIE, TaK U
OTpHLATENBHBIE, a TAK)KEe HE MO3BOJLIONINE CAENATh OKOHYATENLHBIC BBIBOIBI PE3yNIbTAThl HCCICIOBAHMI JODKHBI ITyOINKOBATHCS WIM HHBIM 00pa3oM
CTAQHOBHUTHCSA ITyOJMYHO JOCTYIMHBIMH. B myOnmkaiuy HOMKHBI OBITh yKa3aHbl MCTOYHHUKM (PUHAHCHPOBAHHS, MPUHAUICKHOCTh K KaKUM-IHOO
OpraHM3alsIM M HMEIoIHecss KOH(IMKTH HHTepecoB. OT4eTsl 00 HCCIIeNOBAHMAX, HMPOBEACHHBIX C HAapyLNIEHHEM IPHHIMUIOB, YCTaHOBJIEHHBIX
HacTosier Jlexnapanueit, He JOJDKHBI IPHHAMATHCS K ITyOJIHKAIIIH.

HenpoBepeHHbIe BMELIATEIbCTBA B KIIMHUYECKOil MPaKTHKe

37. Ilpu nedeHNH KOHKPETHOTO MalieHTa, eClIH IPOBEPEHHBIX BMEIIATeNbCTB HE CYIIECTBYET MM CYIIECTBYIOIINE He OKa3bIBAaIOT JOJDKHOTO d(deKTa,
Bpady, MOCje KOHCYJAbTALMH C OKCIEPTAaMH M MONYYCHUs] HH(POPMUPOBAHHOTO COIJIACHS MALMEHTA WM €ro 3aKOHHOTO MNPEICTABUTEINs, MOXKET
HCTIONB30BaTh HENPOBEPEHHOE BMEMIATENILCTBO, €CIIHM, II0 MHEHUIO Bpada, €ro NpHUMeHEeHHe TaeT HaASKIy CIACTH JKH3Hb MAl[UeHTa, BOCCTAHOBHTH €T0O
37I0pOBBE WM OOJIETYHUTH CTpafaHus. Takoe BMENIaTeNbCTBO JODKHO BIIOCIEICTBHU CTaTh OOBEKTOM HCCIIETOBAaHMS, OPTaHH30BAaHHOTO C IIEJIBI0 OLICHKU
ero a¢dexTuBHOCTH U Oe3omacHOCTH. B moOoMm ciydae, Bcs HOBas MH(OpMAmus MOIDKHA TOKYMEHTHPOBATHCS M, B COOTBETCTBYIOLIUX CIy4asXx,
CTaHOBUTHCS ITyOJIMIHO JTOCTYITHOM.



