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1. PyKkoBOACTBO: MHCTPYMEHT AnA uneHoB KomunteTos
No 3TNYecKom akcnepTmnse nccnegosaHum (K33U)

JaHHOe pykoBoACTBO 6blfo pa3paboTaHo Ans Toro, ytobbl momoub K35U B peanusauum mnx
BaXHOW POV NPV aHanm3e NpeanoXeHunin no NpoBeAeHNo UCCNefoBaHNN C yYacTrem nogein’.
Llenb coctonT B TOM, UTOObI OCBETUTDL C €BPOMNENCKON NO3MLMM KIoUeBble 3TUYECKNe NpobiemMb,
C KOTOPbIMW MOTYT CTONIKHYTbCA K93,

MpeameTom aHanm3a K33/ MoXeT ObiTb LMPOKMIA CNEKTP NPOEKTOB OBUOMEANLIMHCKIX NCCNeno-
BaHWI C y4acTeM NIOLEN, OT UHTEPBEHLMOHHbIX UCCNIEA0BAHNIA* 1O CCNef0BaHMI C NCMONb30-
BaHMEM COXPaHEHHbIX O1ONOrMYECKKX 06Pa3L0B 11 COOTBETCTBYHIOLLMX MEPCOHASTbHBIX AAaHHbIX.
B ocHOBHOM PyKOBOACTBO KacaeTcsA MHTEPBEHLMOHHbIX NcceaoBaHuii. OQHAKo HeKoTopble
pa3fenbl JaHHOIo PYKOBOACTBA, TaKMe Kak [MaBa 4, Kacatowasaca KoMUTETOB MO 3TUYECKOM IKC-
nepTu3e NCCIEROBaHNIA, U HEKOTOPbIE NOAPa3Aenbl [MaBbl 6, Kacarowmecs KOHOUAEHUMANb-
HOCTM 1 NpaBa Ha nHbOPMaLMIo UK MPaBa AOCTYNa K pe3ynbTaTaM UCCIef0BaHNIA, OTHOCATCS
KO BCEM NPOEKTaM BMOMEeANLMHCKIX NCCeA0BAHUI C yHacTUEM NoAeN.

HoBbix NprHUMNOB B PyKOBOACTBE HET, HO B HEM OCBELLAeTCA STUYeCKasa OCHOBa NPUHLMMOB,
N3JIOXKEHHbIX B EBPONENCKUX JOKYMEHTAX, 06Lenpr3HAHHbBIX Ha MEXKAYHAPOAHOM YPOBHE,
LENCTBME KOTOPbIX PAacnpOCTPaHSeTCsa Ha BriomMeauUUHCKIMe nccnenoBaHua. Kpome Toro, B
PYKOBOACTBE NPUBOAATCA OnepaLMOHHbIe NPoLeaypbl, KaK OCHOBA, ONUPAACh Ha KOTopyto K33
MOTYT pa3pabaTbiBaTb COOCTBEHHbIE OPraHU3aALMOHHbIE MeTOAbI. [JOKYMEHT MPU3BaH CIYXXNTb
nosie3HbIM PYKOBOACTBOM AJ151 UCMOMb30BaHUA Ha NPAKTUKe — KPaTKMM, CoiepKaTebHbIM 1
YETKO M3JI0’KEHHDBIM.

1. B paHHOM pyKOBO/CTBE HE pacCMaTPUBAlOTCA 3TUYECKME BOMPOChI, Kacalolwyeca NCMNOoNb30BaHNA XUBOTHbIX B
nccnefoBaHUAX.

* CnoBa, MOMeYeHHble 3Be3/J04KON, MOACHAITCA B rNOCcapuu, NpeacTaBneHHoM B MprnoxeHnn K gaHHOMY
PykosopcTay.



2. BBepeHue

«Ce200HAWHUe Ucc1e008aHUS — 3Mo 3asmpauwiHee 30pagooxpaHeHue» — B 3TOM NPOCTOM BbICKa-
3blBaHUN BbIPaXkeHa BCS KBUHTICCEHLNA 060CHOBAHWNIA BaXKHOCTU NPOBEAEHUS GBUOMeaNLINH-
CKWUX NCCNEAOBAHMN.

MpPOoBOAATCA /I OHV C OCYLLLECTBNIEHVIEM BMELIATENbCTBA* B OpraHvi3M NauyeHTOB U 300POBbIX
A06POBOJIbLEB, MyTEM MCMONb30BaHNA COXPAaHEHHbIX TKaHEN, KNEeTOK YenoBeKa UK NosyYeH-
HbIX JaHHbIX — BO BCEX C/TyYanx GIOMeanLNHCKIME NCCNeoBaHMA JOMKHbI ObiTb HaLeNeHbl Ha
CHVXKEeHVEe CyLLecTBYoLLe HeonpeaeneHHOCTH 1 yyUlleHne Halwero NoHUMaHVA 300POBbSA
1 6onesHu. NMonyuyaemble pe3ynbTaTbl JOMKHbI, B KOHEUHOM cyeTe, obecneumBaTb Bce 6onee
afileKBaTHOE 3[1paBOOXPaHEHNE, OPUEHTMPOBAHHOE Ha MOTPEBHOCTUN NALVEHTOB.

NccnenoBaHma MoryT 6biTb MoOJIe3HbI ANA OTAENbHbBIX YYaCTHUKOB UM KOHKPETHOW Fpynmbl
NNL, U MOTYT CNOCcOo6CTBOBATL pacLMpeHnto 6a30BbiX OMOMEANLNHCKNX 3HaHUI. XOTA Heo6-
XOAUMOCTb MPOBEeeHNA HOBOrO NCCNefoBaHNA AOMKHA ObiTb 060CHOBaHA MOMYYEHHbIMU B
npeabiayLwmx nCCneaoBaHMAX AoKasaTeNbCTBaMU, U 3TO ABAETCA NPUHLMUMNNANIbHBIM MOMEHTOM,
TOYHO NpeAcKasaTh pe3ynbTaTbl HEBO3MOXKHO. lccnegoBaHmaA fOMXKHbI NPOBOANTLCA CBOOOAHO,
HO TOJIbKO MpW yCnoBumn cobniogeHna ocobblx NOMIOXKEHWI MO 3aluTe NpaB YenoBeka. ITu
MONOXeHNA He JOMNYCKaloT MOABEPraHNA yY4aCTHUKOB UM HaceNeHns B LLeNOM He0OOCHOBaH-
HOMY PUCKY NpU NpoBedeHUn nccnefoBaHuii. [Npn paccMoTpeHnn BOMPOCa O pUCKe, CTeneHb
puVCKa, KoTopas, HanpuMep, MOXeT pacCMaTPMUBATLCA Kak Npuemnemas B UCCnefoBaHNN HOBOM
Tepanuu paka B TEPMUHaNbHOW CTafMW, MOXKET OKa3aTbCA HEMPUEMIIEMO BbICOKOW ANA nccie-
[LOBaHMA HOBOW Tepanuu Ierkon MHPeKLnun.

NccnepoBaHma MoryT NpoBOANTLCA Ha NIOKanbHOM/PermoHanbHOM, HaLUOHaNbHOM YPOBHE
unv macwtabHee — Ha MeXXayHapOLHOM YpoBHe. Bce boree yactoe npoBefeHme NccnegoBaHuin
MeXAYHapOAHOro MacluTaba MoBMeKNo 3a CO60M pa3paboTKy MeXAyHapPOAHO-NPU3HAHHbIX
3TNYECKMX NMPUHLMUMNOB NPOBEAEHNA OMOMEAVNLIMHCKUX NCCNIeAOBAHMI — TAKUX Kak, Hanprmep,
NPUHUMNbI, 3noxeHHble B KoHBeHUnn CoBeTa EBponbl 0 npaBax yenoseka u bromeanumHe n
JlononHWTeNbHbIX NPOTOKOMAX K HEl, a TakXKe B ApyrvX puanyeckn o6a3aTtenibHbIX JOKYMeH-
Tax. Kpome TOro, ectb 1 gpyrve [OKYMeHTbl MO OCHOBHbIM 3TUYECKUM MPUHLMNAM 1 HOpMaM,
KOTOpbI€ LWMPOKO MPU3HaHbl HA MeXAYHAapPOO4HOM YPOBHE, MMaBHENLWNMUN U3 HUX ABNAITCA
XenbCUHKCKas oeknapayus BcemupHoU MeouyuHCcKoU accoyuayuu «3muyeckue NpUuHYuUnNbl Npo-
8e0eHUS MeOUUUHCKUX UCC/1e008aHul ¢ yudcmuem Yesio8ekd 8 Kadyecmae Cybvekma, i pa3pabo-
TaHHble COBETOM MeXAYHAPOAHbIX OpraHn3auuni meauumnHckmx Hayk (CIOMS) MexdyHapooHeble
pyKosoOAWUE NPUHYUNBLI NO SMUuYeckUM achekmam 6uomeduyUHCKUX UCC/1e008aHUL HA JTH0OSX.

B pononHeHHyio Bepcrio XenbCUHKCKOM [leknapaumm B pegakumm 1975 r. 6bin BKOYEH OCHOB-
HOWM NPUHLNMM, 3aKNI0YaoLWMNNCA B TOM, YTO MPOTOKON NpeAsiaraeMoro npoeKTa ncciegoBaHunaA
[OJKeH 6bITb NpeAcTaBneH He3aBUCUMOMY OpPraHy <A1 PaCCMOTPEHNA, KOMMEHTUPOBaHUA 1
pekoMeHZauniny. 3To ObIo BaXKHbIM LLArom B Pa3BUTUN TOMO, YTO CeNYac M3BECTHO MNof Ha3Ba-
Huem «KKoMUTeTbI MO 3TUYECKON IKCNepTM3e NCCIeqoBaHNN».

KomuTeTbl Mo 3TUYecKol aKcnepTuse uccnienoBanuin (K33M) gatot He3aBUCKMOE 3aKItloUueHne?
O CTEMEHN COOTBETCTBUA MPEASIOKEHNA MO NPOBEAEHNI0 OBMOMEANLIMHCKOrO UCCNeoBaHNA

2. B 60nblUMHCTBE CTpaH 3aknoueHne K33 cnyxut pekomeHaaumen ana perynaTopHbiX OpraHoB, KoTopble 6yayT
NPVHMMaTb peLleHne 0 BO3MOXKHOCTI Havyana npoBeaeHmna nccnefobarHmna. OHaKo B HEKOTOPbIX CTpaHax 3ak/oueHne
K33 6ynet umetb topranyeckyto cuny. upektnaa 2001/20/EC o KNMHNYECKMX MCCNefoBaHMAX eKapCTBEHHbIX Mpe-
napatoB (06 «MccnefoBaHMAX eKapCTBEHHbIX MPenapaToB» - CMOTPUTE anee) COAepnT TpeboBaHme, NpesycMaTpu-
BatoLLiee HeobXoANMOCTb GnaronpuATHOrO 3aknoueHnAa K93 B KauecTBe yCnoBuaA ANA Havana Takux MccneoBaHuUi.



2. BgedeHue

NPU3HaHHbIM 3TUYECKUM CTaHAapTam. K9OW gonxKeH yCTaHOBUTb HayyHOe KauyecTBO npef-
NOXKeHMA Mo NPOBEeAEHUNIO NCCNef0BaHNA, @ TakKXKe ero COOTBETCTBME HaLMOHalIbHOMY 3aKo-
HOJaTeNbCTBY; OLEeHNBaTb Hay4YHOe KauyecTBO N 3aKOHHOCTb MCCNef0BaHNA MOXeT Kak cam
K33W, Tak n gpyrne komneteHTHble opraHbl. CnegoBatenbHO, KI3U nrpatoT LeHTpanbHyto
ponb B Npouecce NpoBefeHUsa nccnegosaHna. bonee Toro, TOMUMO MX PONK, CBA3AHHOW C
3aLLMTOM YUYACTHUKOB, OHM TaK>Ke MOMOTaloT rapaHTUPOBaTb 060CHOBAHHOCTb U HAKEXKHOCTb
nccnefoBaHnsA, U, COOTBETCTBEHHO, afIEKBATHYIO OLIEHKY MeANLMHCKOro BMellaTenbCcTBa® u
NeyeHus], NpeanMcaHHoro nauneHtam. Takum obpasom, K33, B KOHEUHOM cueTe, MoMOraloT
YNy4LINTb KauecTBO 3apaBooxpaHeHus. KI3U urpatoT Bce 6onee BaxHylo ponb B ananore ¢
06LLecTBOM, KacaloLemca STUYeCKMX acrneKkToB bromeanLmMHCKX nccnegoBaHun (Cmotpute
MmaBy 5 — KoMUTETbI NO 3TUYECKON SKCNepTuse nccnegobaHui (K33M)).



3. DTU4yecKkue NPpMHLUNbI

B naHHoOW rnaBe paccMaTpUBaeTCA 3TYECKas OCHOBA NMPVHLMMNOB, U3/TOMEHHbIX B JOKYMEHTAX,
AEeNCTBME KOTOPbIX PacNpPOCTPaHAETCA Ha BUOMeNLMHCKIME NCCNeAoBaHNA C yyacTeM nogen
B KauecTBe CyObeKToB.

Bce nccnepgoBaHuA c ydyactmem nofen JOSKHbI npoBoOAnNTbLCA B COOTBETCTBUN C o6u4enp|/|3HaH-
HbIMW 3TUYECKMWN NPUHUMNNAaMWN, a UMEHHO!

- aBTOHOMUS,

— NOJib3a N HeENMpuniynHeHne Bpeaa,
— CNpaBennBoOCTb.

3TV NPUHUMMbI OTPAXKEHbI B Pa3HbIX PYKOBOACTBaAX Mo 6MOMeANLMHCKON 3TUKE, a TakXKe B
UMeoLLMX 06A3aTENbHYIO IOPUANYECKYIO CUY JOKYMEHTAX, KacaloLWMXCa 3awmTbl yH4aCTHUKOB
6VIOMeAVNLNHCKUX NCCNefoBaHNA, HanpumMep, B KOHBEHLMN O NpaBax YesioBeKa 1 briomeau-
uvHe (CmoTpuTe MaBy 4 — lMNpaBoBble acneKTbl). [JaHHble NPVHUMMbI B3aVMOCBA3aHbl, 1 NpW
NPVYIMEHEeHN NPUHLMUMOB 3TY B3aMMOCBA3b HEOOXOANMO YUNTbIBATb.

B HacToALeM pyKoBOACTBE (CMOTPUTE, B YUaCTHOCTY, [NaBy 5 — KOMUTETbI MO STUYECKOW 3KCNep-
Tn3e nccnepgoBaHun (K33U) n Maey 6 — NMposeaeHne K33 He3aBUCUMMON 3KCNEPTU3bl NPOEKTa
MCCefOBaHNSA) OCBELLAETCA MPUMEHEHME STUX OCHOBOMOAratoLWmx NPUHLUMNOB 1 BbITEKAOLLMX
13 HMX HOPM Ha MpaKkTukKe.

OcHoBoW 3TUX NPMHUMMNOB, N3 KOTOPbIX BbITEKAKT Apyrmne sTn4eCKne Hopmbl, ABNAETCA Heob-
XOANMOCTb YBaXXeHNA N 3alLiUTbl YENOBEYECKOIo AOCTONHCTBA U CHGAYIOLIJ,VIVI M3 HETO NpuHUMN
npuopwuTeTa YenoBeka. [locnegHuin nmeet HenocpenCTBEHHOE OTHOLWIEHNE K obnactu 6uome-
ANLMHCKNX NCCnegoBaHuin. B coOoTBETCTBUM C 3TUM NPUHUMNOM, NHTEPECDI U 6narononque
yesioBeKa, NpUHMMatroLwero ydyactme B CaJsieoBaHnU, BCerga AOIKHbI NpeBasINPOBaTb Hag NHTE-
pecaMn NCKITIDYNTENDbHO HAaYKN N O6LI.|,eCTBa. I'IpmopMTeT BCerga AomKeH oTaaBaTbCA NeEpPBOMY
1 ObITb BaXkHee nocnegHuUx B cny4vae KOHd)J'IVIKTa mexagy HAMW. [MonoxeHnA, 3noXxeHHble B
rpnonyecknx oOKyMmeHTax n pykoBogAaAwmMX npnHUmnnax 3awntbl y4aCTHNKOB 6I/IOMeﬂ|/ILI,VIHCKVIX
1ccnenoBaHui, alenyet nHTtepnpetnpoBaTtb MMEHHO B 3TOM CBETE.

3.A ABTOHOMUMA

YBarkeHVe aBTOHOMUW O3HayaeT Npu3HaHKe CNoCOBHOCTY YenoBeKa AeNatb COOCTBEHHbIN
BblGOp.

B 6romeguLMHCKMX nccneoBaHUAX MPYHLMN aBTOHOMUM peann3yeTcs, B YaCTHOCTU, Yepes
npoueaypy 406POBOILHOIO M UHPOPMMPOBAHHOIO COrNACUA, KOTOPOE MOXET ObITb OTO3BaHO
B N1t060e BpemsA 1 6e3 BCAKOro yulep6a (CmoTpute Masy 6 - NMpoeeaeHue KI3U HesaBucumon
3KCnepTuU3bl NPoeKTa nccnefoBaHna v MMasy 7 — Jlnua, HecnocobHblie AaTb CBOe cornacue.).
XoTA npepnonaraeTca, YTo MEAULMHCKAA MPaKTMKa MPUHOCKT MOJb3y NaLUeHTy, cama Nprpoaa
61omMeaNLIMHCKNX UCCriefoBaHN Nofgpa3yMeBaeT Hannye HeKOTOpPOo HeonpeaeneHHOCTH B
OTHOLLEHWI TOTO, MPUHECET N yyacTune B UCCIIefoBaHnM Monb3y ANna cybbekTa, 1 nonbs3a ana
cybbeKkTa He ABNAETCA OCHOBHOW Lesbio nccnenoaHus. MNostomy, npexkge yem cnpallnsBaTtb
NOTeHLMaNbHOMo yYacTHUKA MCCeoBaHUA O COMNacuy UM HeCcornacmm NpuUHATb yyactue B
nccnefoBaHUK, emy JomKHa 6biTb NpefocTaB/ieHa Haglexallas, JoCToBepHas 1M AOCTynHan
AR MOHUMaHUA NHGOPMaLMA O NPOEeKTe NCCefoBaHNA.




3. dmuyeckue npuHyunel

[ns Toro uTo6bI faTh UENOBEKY BO3MOXXHOCTb MPUHATL 060CHOBaHHOE peLleHre, nHGopMaL s
LOMKHA BKJIIOYATb BCECTOPOHHEE OMnncaHne NpeaycMOTPEHHbIX NCCNefoBaTeNbCKUX NPo-
Lenyp, UX Lenb 1 oXngaemble pUCKK 1 nonb3y (noapobHoe obcykaeHne cmoTpuTe B [aBe 6
- MpoBeneHune KI3U HezaBMCUMOI SKCNEPTM3bI NPOEKTa UccnefoBaHmns). [1nsa Toro ytobul obe-
CNeymnTb BCECTOPOHHOCTb MHPOPMaLMK, 0COBEHHO BaXKHbI Crocob 1 dopma ee NpefoCcTaBleHNs.

[lo6poBosbHOE N MHPOPMUPOBAHHOE COracue TakXKe NoApasyMeBaeT HeJONYCTUMOCTb NPK-
HY>XOEHUA UNN HEHAANeXallero BANAHNA Ha MNOTEHUMAJIbHbIX YYACTHUKOB NCCIe[0BaHNA.
HeobblualiHo TpyaHO AOOUTLCA NOIHOMO OTCYTCTBUA BAMAHUA, HO BAUAHME, KOTOPOe NOABO-
VT NIOAEN K MPUHATUIO, B YaCTHOCTU, 60siee BbICOKOTO YPOBHSA PUCKA, YEM TOT, KOTOPbIV Obl
6bl NprYeMAeMbIM ANA HAX B APYIUX Clydyasax, OyaeT cuMTaTbCA HeEHaaNeXalm BINAHNEM.
HeHapnexallee BAUAHNE MOXKET NMeTb GMHAHCOBbIV XapaKTep, HO Takxke OyaeT BKIOUaTb,
Hanpumep, NOMbITKX BANAHUA Ha 6N3KNX POACTBEHHNKOB UM 3aBYyaslMpPOBaHHbIE YrPO3bl
OTKa3a B JOCTYre K ycJlyram, Ha KOTOpble YeNTOBEK UMEET MPaBo B OCTaJIbHbIX C/lyyaax. Kpome
TOro, 0Co60ro OTHOLWEHUA TPEOYIOT CUTYaLUK, B KOTOPBIX yYacTe B MPOEKTe NCCNefoBaHmMA
MOET ObITb € AUHCTBEHHbBIM CMOCO60OM MOJTyYEHMA MEeAULMHCKON noMolym (CMOTpuUTe TakXKe
MmaBy 9 — MexkgyHapoaHble nccnegoBaHus).

Ocoboe BHMMaHMe Heo6X0AMMO yaeNATb 3aBUCMMbIM 1 YA3BUMbIM CybbekTam (CmoTpuTe [Masy 6
—MpoBeneHne K39 He3aBUCUMON SKCNePTU3bl NPOEKTa NCCNef0BaHMA), NPeaNoKEHHOE yya-
CTVe KOTOPbIX B UCCNE[0BATENIbCKOM MPOEKTE AOMKHO ObITb peasibHO 060CHOBaHHbIM. B Lieniom,
YA3BUMOCTb NpeAnonaraembixX y4aCTHUKOB UCCIIeOBaHUsA AOMKHa ObITb MUHUMAaNbHON Npu ee
HeobX0AUMOCTI /1A AOCTUXKEHNA Liene nccnefoBaHuns.

Ana obecneyeHuns Hagnexallen 3awmnTbl (NOCPeACTBOM IOPUANYECKOTO pa3peLleHns) nuu,
KOTOpble, MO 3aKOHY, He MOTYT AaTb PUANYECKN AeNCTBUTENIbHOE cornacme B CUSTy CBOEro
BO3pacTa (HECOBEPLUEHHONETHME), MCUXNYECKUX HAPYLLUEHUIA, GONE3HN AN APYTUX NPUYLH,
TaK>Ke HY>XHbl CneLunanbHble Mepbl, U3NT0KeHHble B Mnase 7.

WccnepoBaHmA ¢ NpyMeHeHeM COXpPaHeHHbIX brionornyecknx obpasLos, NONYYEHHbIX Y
Cy6BbeKTOB MCCIefoBaHMA, MOTYT NOPOXKAATb 0Cobble MPOob6neMbl B OTHOLEHMM MONyYeHUs
cornacua. MoryT notpe6oBaTtbca cneymanbHble Mepbl A1 rapaHTMPOBaHWA TOrO, YTO MaTe-
puanbl NCNONb3YIOTCA B COOTBETCTBUM C HaANeXKalmmmn npouenypamv MHGOpMNpPoBaHUA 1
nonyyenua cornacua (Cmotpute Masy 10 - Buonornyeckre obpasuibl, NoNyyYeHHble y CyObeKToB
nccnenoBaHus).

BakHbIMm NMPUHUNNOM, TECHO CBA3aHHbIM C ABTOHOMUEN 1 nmerwnm npamoe OTHoOLWeHNE K 6uo-
MeOANUNHCKM NccnefoBaHAM, ABNAETCA NPUHLUWN, 3allTbl OT HEHaANneXawero packpblTA 1
COXpaHeHuA KOH(I)I/I,quLl,I/IaJ'IbHOCTVI NepCOHaNIbHbIX JAHHbIX, NOJTY4YE€HHbIX ANA LI,QHEVI ncaneno-
BaHUA 1NN B npouecce nccnenoBaHmA, npy AOCTyNe K HAM, X KOHTPOJ1€ N PaCnpoCTpaHeHNN.

3.B Nonb3a n HenpnunHeHne Bpeaa

MpuUHUMMBI NONb3bl Y HEMPUYMHEHNA Bpeda BOMOLWAoT B cebe MopanbHoe 06A3aTefIbCTBO
obecneuynBaTb MaKCVMyM MOTEHLMANBbHON MOMb3bl Y CBOAWTD K MUHUMYMY BO3MOXHbIV Bpes.

anIHLlVII'I NOJIb3bl TAKXKE NMNoApa3ymMeBaeT, B HaCTHOCTHU, TO, YTO On3aiH NccnegoBaHnA AOMKEH
ObITb Hagnexawum n COOTBETCTBOBATb MPUHATbIM KPUTEPUAM HAay4YHOIO Ka4yeCTBa. OH Takxe
nogpasymMmeBaeT, YTO nccnenoBartes n* [OCTaTOYHO KOMMETEHTHbI ANA npoBeaeHnA nccnengoBaHnA



3. dmuyeckue npuHyuUnel

B COOTBETCTBMM C NPOodeccroHanbHbIMM 0653aHHOCTAMU U CTaHapTaMu* 1 ana obecneyeHus
Haanexallel 3aWnTbl y4aCTHUKOB UCCNIeJOBaHNS.

Tem He MeHee, B camol npupoae npouecCa ncaienoBaHnA 3aKnOYeH aN1eMeHT PUCKa, BKITHO-
YaA pPUCK Bpeda AnAa y4aCTHUMKOB ncciengoBaHuA. |-|03TOMy ncanengoBaHme C ydactmem nogen
B KayecTBe C)/6beKTOB MOXHO NMPOBOANTb TOJIbKO B TeX CJly4aAaXx, Korga HeT ajibTeEPHATUBHOIO
MEeTOoAa, KOTOprIZ Mor 6bl MO3BONUTb noNy4ynTb CONOCTaBMbIE Pe3ynbTaTbl.

NccnepoBaHme Takke MOXET NoBneyb 3a CO60 HEKOTOpble PUCKN 1 NMONb3y ANA cemMel yyacT-
HMKOB MCCNefoBaHNA 1 Ana obLiecTBa B LleNIoM, HO NtoOOoN pUCK Bpeaa 1 Harpyska (Hanpumep,
onpepenieHHble orpaHNYeHna nnm anckomdopT) byayT B NepByto ouepeb NOXKNUTbCA Ha yyacT-
HWKOB nccnegoBaHua. NMomMnmo 3Toro, 1 B 3aBUCMOCTY OT NPUPOABI CCNefoBaHNA, NPAMas
nonb3a AN y4aCTHUKOB NCCIefOoBaHNA MOXET OblTb OrpaHNYEHHON 1 BOOGLLe OTCYTCTBOBATD.

[o3TOMy COOTHOLLEHME MEXAY BPEAOM 1 NOJIb30M ABMNAETCA PELLAOLLMM C TOUKU 3PEHMA STUKM
6UoMeaNLNHCKNX NCCNefoBaHMI. MiccneqoBaHMe MOXKHO MPOBOANTL TOSIbKO B TOM CJTyYae, eC/iv
OXunpaaemble PUCKM 1 Harpy3Ku, CBA3aHHble C UCCliefoBaHMEM, He ABNAIOTCA HECOPa3MePHbIMU
Mo OTHOLLEHUIO K NOTeHUMaNbHOW Nonb3e. Ha npakTuke 3To 03HaYaeT, YTo BCe NPOEKTbI Uccre-
[AOBAHUI AOMXHbI NOABEPraTbCA TWATENbHOM CPABHUTENIbHON OLEHKE COOTHOLLEHMA PUCKa 1
OXKMOAEeMOW NOb3bl.

PUCK MO CBOE CYyTU MOXET ObiTb HE TONBbKO GU3MYECKNM, HO TaKXKe, Hanpumep, 1 NCuxoso-
rmyeckum. Kpome Toro, cneflyet yumTbiBaTb Y PUCK, CBA3AHHbIV C HEMPUKOCHOBEHHOCTbIO
YACTHOW XM3HW. ViccnefoBaHMe MOXET BKITIOUYATb U COLMANbHbBIE N SKOHOMUYECKNE PUCKU.
XoTs o6Lwas oxmaaemas nonb3a OT NPOoeKTa NCCnefoBaHMA JOMKHA ObITb O4HO3HAYHO BblILUe,
yem MoTeHUMaNbHbIe PUCKM, NCCNIEA0BAHNE HE MOXKET CYMNTATbCsl 06OCHOBaAHHbIM, eC/n eCTb
0C060 BbICOKUIA PUCK NPUYMHEHUS CEPbE3HOMO BPeAa; 3TO CUTYyaLUs, Korga onpeaeneHHbIii
XapaKTep 1 ypOBEHb PUCKAa HUKOrAa He 6yayT Npu3HaHbl NPUEMSIEMbIMY, JaXe eCyv YenoBeK
[AET Cornacre Ha yyacTtrie B TakoM 1CCieJOBaHNN.

Pucku Bcerpa BomKHbI 6bITb CBefieHbl K MUHMYMY. Bonee Toro, ana nccnefoBaHms C yyacTem
Ccy6beKTOB, HeCNoCOoOHbIX AaTb CBOE COornacme, 0CO6eHHO B TeX Clyyasx, Koraa uccnefoBaHne
He HeceT B cebe HMKAKOWM NOTeHLUMaNbHOWM MNPAMOW MOMb3bl, MPUMEHAETCA LOMOJIHUTESNbHBIN
NPUHLMN MUHUMAJIBHOTO PUCKA* U MUHMMAIbHOW Harpy3Kn* — To eCTb UCCIefOBaHNE [OMKHO
ObITb TaKMM, KOTOpPOE MoBneYeT He 6oniee YeM MUHUMANbHBIA PUCK* 1 He 6onee YemM MUHU-
MasbHyt0 Harpy3Kky* ansa yyactHmkoB (CmoTtpute Mnasy 6 — MNpoBeneHne K33 He3aBmcMMon
3KCNepTU3bl NPOeKTa NCCNefoBaHusA).

3.C CnpaBegnnBoOCTb

MpuHLMN CNpaBeasIBOCTU BKITIOYAET B cebA 6ecnprcTpacTHOCTb 1 paBeHCcTBO. OnpeaeneHme
3TOMY MPUHLMMY, KaK NPaBWIIO, JAETCS B KOHTEKCTE OMOMeANLMHbI, HO OH TaKXe MIMeeT OTHO-
LIEHWNE U K NCCNefoBaHUAM.

KnioueBon BOMPOC 3aK/MIOYaeTCA B TOM, KTO AO0J1XKEH NOJTy4aTb NOJIb3y OT NCCIEA0BAHNA N HECTA
PUCKN N Harpy3kun, CBA3aHHbIE C HUM. B 6I/IOMeﬂVILlI/IHCKVIX ncanegoBaHMAX C yyactmem nogen
3TO O3Ha4aeT, YTO pacnpeneneHne pncka n Harpyskm c OfHOW CTOPOHDbI 1 NOJIb3bl C ,ﬂpyl’OVI
CTOPOHbI JONTXKHO 6bITb cnpasefiMBbiM — NpUHUWUM, M3BECTHbIN Kak «pacnpenennTesibHaA
cnpaBensinBoCTb».



3. dmuyeckue npuHyunel

PacnpepenutenbHas cnpaBeanuMBOCTb MMEET 60JIbLLIOe 3HaUYeHKe 0CO6eHHO s 0TOopa yuyacT-
HUKOB nccnefoBaHusa. Kputepun otbopa fomKHbI ObITb CBA3aHbI C LieNblo NCCNefoBaHnsa, a
He OCHOBbIBATbCA TOMbKO NULLb, HANPUMEp, Ha JIEFKOCTU, C KOTOPOW MOXKeT ObITb MONMyYeHo
cornacve. C Apyroi CTOPOHbI, AaHHbIN NPUHLMN TakxKe TpebyeT He UCKOYEeHUs B LLIeNOM Fpynn
NNL, KOTOPbIE BEPOATHO MOJyYaT Nosb3y OT UCCIIeA0BaHNUA.

PacnpefenutenbHas cNpaBeAsIMBOCTb HA NPAKTUKe UMEET HENOCPeACTBEHHOE OTHOLIEHNE
K MCCNefloBaHUSIM B CTpPaHax C OYeHb OrpaHuMyYeHHbIMU pecypcamu (CmoTpute Mmasy 9 -
MexayHapoaHble NCCnefoBaHNA) U K UCCNeA0BAHUAM Ha YA3BMMbIX rpynnax nuy (Cmotpute
MaBy 7 — Cy6beKTbl, HecnocobHble faTb CBOe cornacue, 1 Masy 8 — iccnegoBaHua B 0Cobbix
cUTyaumsx). Takve nccneaoBaHus AOMKHbI OTBEUYATb MOTPEOHOCTAM 34PaBOOXPAHEHNSA B KOH-
KPETHOW CTpaHe/COOTBETCTBYIOLLEN NOMYNALMN TaKM 06Pa3oM, UTOObI OHU MONYYMSIV NONb3Y
OT pe3ynbTaTta 1 OT BO3MOXXHOTO NPUMEHEHUA PE3Y/bTaTOB NCCEA0BAHMS.

3.D O6ecneuyeHne COGHIOAGHI/IH ATNYECKNX NPpNHUMNOB: HE3aBNCNMaA
Hay4YHaA N 3TNYecCKad oUueHKa

ITUYECKME MPUHLNMDI, U3NTOXKEHHbIE B IOKYMEHTAX U PYKOBOACTBAX MO GMOMeMLMHCKAM
NccnepoBaHUAM, HaLeneHbl Ha 3alnTy JOCTOMHCTBA, NpaBs, 6e3onacHoCTM 1 6narononyymns
YYaCTHMKOB MCCIefoBaHNN. He3aBMcman oueHKa HayyYHOW Nonb3bl MpoeKTa nccnefosa-
HWA N ero 3KCNepTn3a C TOUKM 3PEHUA STUUYECKOW NPUEMIEMOCTM ABAAIOTCA LEHTPANIbHbIMM
MOMEeHTaMu ASiAa obecnevyeHunsa cobnogeHna STnx npuHuyunos (CmoTtpuTe May 5 — KomuteTbl
no 3Tnyeckom skcnepTuse nccnegosaHun (K33U) v Masy 6 - NpoeegeHne K93U He3aBucrmonm
3KCNepTU3bl NPOeKTa NCCefoBaHusA).



4. [NpaBoBble acneKTbl

4.A Npepncnosue

C npaBoBO TOUKU 3PEHNA, NPOEKTbI UCCNIEA0BAHNI JOMKHbI COOTBETCTBOBATb HALIMOHANIbHOMY
3aKOHOJATeNbCTBY CTPaHbl, B KOTOPOW OyAeT NPOBOAUTLCA UCCNefoBaHMe. B cBolo ovepenb,
HaLMOHasIbHOE 3aKOHOAATENIbCTBO KaX/A0W CTPaHbl AOSIXKHO BbIMOMHATb TpeboBaHMA Nto6oro
MeXAYHapPOAHOr0 3aKOHa/[0roBopa, K KOTOPOMY TaKas CTpaHa npucoeanHunach. Takum obpa-
30M, aAna K33 BaXKHO Y,OCTOBEPUTLCA, YTO NPOEKTbl COOTBETCTBYIOT MPUMEHUMbIM MPaBOBbIM
HOpMaM.

UneHbl K33W gonHbl yunTbiBaTb COOTBETCTBYHOLME 3aKOHOMOJIOKEHNA CBOX CTPAH B YaCTu
6I/IOMeLI,I/ILlI/IHCKVIX nccnegoBaHUN. Kpome TOro, CywecTByrOT HEKOTOPbIE pNANYeCKN 0b6sa3a-
TeJibHble JOKYMEHTbI 1 Apyrue, opnanvyeckn Heobs3aTeNbHble, HO O6LL|,eI'IpI/IHF|TbIe aCneKTbl
PYKOBOAALWMNX MPUHUMNOB, KOTOPbIE NMPUMEHAIKTCA BO BCEMn EBpone; HUXe NpnuBoanTCcAa nx
onuncaHmne.

4.B UcTOUYHUKN

Pa3nnuHble ycTaHaBnvBatoLWwme cTaHAapTbl LOKYMEHTbI, Kacatolmeca broMegmLMHCKUX nccne-
[OBaHUI, Kak MeXAYHapOLHOro, Tak 1 eBPOMEeNCKOro 1Unv HauMoHanbHOro YPOBHS.

C lopuanyeckom TOUKM 3peHNA OCHOBHOW BOMPOC 3aK/0YaeTCs B TOM, ABMAAETCA NN TEKCT
IOpUAMYECcKN 06s3aTeNbHbIM A1A UCTIONTHEHWA UK HET, T.€. YCTaHABMBAETCA NN TEKCTOM 00s-
3aTENbCTBO MO COOMIOAEHUNIO MOSIOKEHNN NN »Ke NMOJSIOKEHNA, NPUBEAEHHbIe B TEKCTE, Nped-
CTaBAAT COOON NULLIb PEKOMEHZYEMble HOPMbI JOOPOCOBECTHON NPaKTVKK 6e3 pugmMyeckoro
06A3aTeNnbCcTBa Kak TakoBOTO.

Taknm o6pa30M, Pa3nnyHble yCTaHaBnMBaLwme CtTaH4apPTbl JOKYMEHTDI KﬂaCCI/Id)I/I LMPYOTCA NO
Kputepmnam nx opmngnyeckmn 006sA3aTeNbHOro unn ropngnyeckn HeobA3aTeNbHOro XapakTepa.

4.B.1 lOpnanuyeckmn HeobA3aTeNbHble JOKYMEHTbI
Taknx OKyMeHTOB OOJiblLE BCETO.

Ha MeXayHapoaHOM YpPOBHE HEKOTOPbIE N3 3TUX OKYMEHTOB 6binn pa3pa60TaHb| B paMKax
I'IpO(I)eCCI/IOHaJ'IbeIX accoumauun, apyrume — mexgyHapogHbiMn OpraHmn3aumnamn.

Hanbonee n3BecTHbIM JOKYMEHTOM, COCTAaBEHHbBIM CieLannucTaMu-npodpeccroHanamm, ABA-
eTca XenbCUHKCKas Aeknapauus, paspaboTaHHaa BcemmpHo MeauUUHCKONM accoumaunen
Brnepsble NpuHATaA B 1964 r. c nocnegyoLwmmm nornpasKamm.

BceobLan geknapauma o 61o3TuKe 1 NpaBax YesioBeKa, pa3paboTaHHas B pamkax FOHECKO,
BKJIIOYAET B cebs1 HEKOTOPbIE MOJIOKEHMSA, KacalolMecs UCceqoBaHnin®,

Takxxe 60onbLION MHTepeC NpeacTaBnAlT MexXayHapoaHble PYKOBOAALLME NPUHLMMbI MO 3TU-
yecKuM acreKkTam 6MoOMegULMHCKUX NCCNefoBaHMA Ha Ntogax, pa3paboTtaHHble CoBeTOM
MeXKXAYHapOAHbIX opraHm3auuin megnuynHckux Hayk (CIOMS), npuHATtblie B 1993 r. n 3atem
OoTpeaaKTNPOBaHHble, 1 PYKOBOACTBO MO Hag/exallen KNMHMYeCckon npaktuke, paspabo-

3. Bceobwasn fgeknapauns o 61Mo3TMKe 1 NpaBax YesioBeKa, B YaCTHOCTU: CTaTbA 2, CTaTbsA 3, CTaTbA 4, CTaTbA 6, CTa-
TbA 7, CTaTbA 8, cTaTbA 15, cTatbhA 19, cTathA 21.


http://www.wma.net/en/30publications/10policies/b3/index.html
http://unesdoc.unesco.org/images/0014/001461/146180E.pdf
http://www.emea.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500002874.pdf

4. [pasosvie acnekmel

TaHHoe B 2002 r. B pamkax MexayHapoaHo KOHbEepPeHUUN MO rapMOHK3aLMM TEXHUYECKMX
TpeboBaHWI K perncTpaLmv IeKapCcTBEHHbIX MPenapaToB Ans npuMeHeHns y yenoseka (ICH, E6).

4.B.2 lOpuanyeckn ob6a3aTeNibHble JOKYMEHTDI

Ha eBponerickom ypoBHe 6bruomeanumHcKme nccnegosarHua n ponb K33 perynupytotca Tpems
lopugnyeckn obasatenbHbIMU foKymeHTamn. OgnH u3 HUx — TekcT EBponenckoro Coto3a
(AnpekTtna 2001/20/EC* EBponeickoro napnamenTta n Coeta oT 4 anpens 2001 r. no c6nu-
XeHUI0 3aKOHOAATENbCTB, MPaBWI 1 aAMUHUCTPATUBHbIX MOCTaHOBAEHWI CTpaH-yyacTHuL EC,
Kacalowwmxca peanmsaLlmm KaueCTBEHHON KIIMHMYECKON NPaKTUKN NPpU NpoBefeHNN KIMH1Ye-
CKMX NCCNefoBaHMI® eKapCTBEHHbIX NpenapaTos’ Ana NpuMeHeHns y nogen’) 7.

Lpyrve poKymeHTbl, pa3paboTaHHbIX B paMkax CoBeTa EBponbl — 3To KOHBeHLMA O nNpaBax
yenoeka n uomeguumHe (KoHseHumst OBbeao) 1 JononHUTENbHbIA NPOTOKON O broMeaun-
LMHCKMX NCCNefoBaHUAX — ABNAIOTCA lOpUANYECKN 06sa3aTeNlbHbIMU B PaTUOULIMPOBABLINX UX
rocyfapcTBax.

B rno6anbHoM macliTabe eAVHCTBEHHBIM OPUANYECKM 06A3aTeSIbHbIM NMONOXKEHNEM ABNAETCA
CratbA 7 MeXxayHapoAHOro MakTa O rpaXkAaHCKMX 1 NMONUTMYECKMX NpaBax®é, Bocnpounsee-
aeHHasA B KoneeHuun OOH o npaBax MHBaNMAOB, HO OHA KacaeTcA TONbKO OAHOrO acnekTa
nccneaoBaHning

4. Takxe ABNAETCA PULMYECKN 06:A3aTeNbHbIM JOKYMEHTOM NA TaKNX rOCyAapCTB-y4acTHUKOB (MO [OroBopy)
EBponeickoi skoHoMmYecKoi 30Hbl (EEA) kak Vcnanaus, Hopeerna n JINXTeHLWTENH.

5. «Mlccnepyembliii nekapcTBeHHbIV Npenapat» onpefenaeTca [upekTuBon cnepyowm obpasom: «Mccnegyembiin
NleKapCTBEHHbIV MpenapaT: akTMBHOEe BelecTBO unn nnauebo B popme dpapmMaLeBTMUECKOrO Npenapata, nccne-
Ayemoe 1nn UCnonb3yemoe AS1A CPaBHEHUA B KIMHUYECKOM NCCNeA0BaHNN, BKOYAA yXKe 3aperncTpupoBaHHblie
NPOAYKTbI, UCMOJb3yeMble NN CKOMMOHOBAHHbIe (COCTaB MM YNakoBKa) CMOCO60M, OT/IMYHbBIM OT 3aperncTpupo-
BaHHOM GOPMbI, N NCMOSNb3yeMble ANA He3apPerncTPMPOBaHHOTO NOKasaHWA UAW ANA NONYUYeHWA JONONHUTENbHON
NHPOPMaLMK O 3aperncTpupoBaHHoON popme;»

6. lOpuanyeckni xypHan Okcdoppackoro yHnepcuteta 121, 01.05.2001 r., cTp. 34.

7. Qpyrvie Tpu topuanYeckn 0b6a3aTenbHbIX AOKYMEHTa Take ABNALLMECA 3HaUMMbIMU B STOM KOHTeKCTe: [lIupekTunBa
90/385/EC «O cOnuxeHn 3aKOHOB roCyAapCTB-UNIeHOB, KacatoLWMXCA aKTUBHbIX MMMAAHTAPYEMbIX MeOULUHCKNX
ycTponcTs», inpektusa 93/42/E3C «O meanumHCKux yctponctaax» 1 Jupektusa 98/79/EC «M3penma meguunHckmne
ANA ANarHoCTMKM in vitro». Kpome Toro, oCHoBHble NpaBa rapaHTUpytoTca XapTuen EBponenckoro cotosa no npa-
BaM YenoBeKa. XapTua ABNAETCA pPUANYECKN 06A3aTeNbHbIM JOKYMEHTOM U BCe 3aKoHoaaTenbctBa EC JOMmKHbI
cob6noaaTh ee NosIoXKeHUA.

8. MeXayHapOoAHbIN NaKT O rpaxAaHCKMX 1 NOANTUYECKNX NpaBax:

cTatbA 7. «<HMKTO He AOMKeH MOABEPraTbCA MbITKaM UM XKeCTOKOMY, 6ecyesioBeYHOMY MU YHUKatoLeMy ero
LOCTOMHCTBO OBOpaLleHNio UKW HakKa3aHMio. B YacTHOCTK, HX OAHO L0 He AOMKHO 63 ero cBO6OLHOrO cornacusa
nofsepraTbcA MeAULIMHCKNM U HAYYHbIM OMbITamM».

9. Mo 3ToMy BOMpOCY CMOTpUTE:

KoneeHuuna OOH o npaBax nHBanuaos: [leknapauna, NpuHATan Ha 31-oM nneHapHoM 3acegaHun Pykosogsallero
KomuTeTa no 6rnostrke (CDBI) (20-23 HoAbpA 2006 T.):

«[eneratbl B CDBI 06paTtnnn BHUMaHMe Ha nonoxeHune, cogepxatleeca B Ctatbe 15 npoekrta KonseHuun OOH o
npaBax MHBaNNAOB, B KOTOPOM BOCNPON3BOAATCA TepMUHbI U3 CTaTbn 7 MeXXayHapOoAHOro nakTa o rpaxxgaHCcKmx
1 NOAUTUYECKNX NpaBax, NpuHAToro feHepanbHoi Accambneein OOH 16 fekabpa 1966 r. B cneaytoLein pefakumm:
HuKTO He ponxeH nofBepraTbCA MbITKaM UM XXEeCTOKUM, 6ecyenioBeYHbIM U YHUKAOLWEeMY ero JOCTOMHCTBO
06palLEHNIO UM HAaKa3aHWI0. B 4aCTHOCTY, HY OJHO NNLLO He JOMKHO 6e3 ero cBO60LHOIO Cornacus noaBepraTbCa
MeAVNLNHCKAM WM HAYUYHbIM OMbITaM.

[Oeneratbl B CBDI oTMeTWAN, UTO B KOHTEKCTE BUOMEANLIMHCKMX NCCNEef0BaHNIA, B COOTBETCTBUN C BHYTPEHHMM 3aKO-
HOJAaTeNbCTBOM M MOCTOAHHOM NPAKTUKOM N B COOTBETCTBMM C MOMIOKEHUAMU APYTNX MEXAYHAPOAHbIX AOKYMEHTOB,
TaKMX Kak KoHBeHLMA 0 MpaBax Yenoseka n buomenmumnHe, npobnema cornacua oxBaTbiBaeT ABE pa3Hble CUTyaLum:


http://ec.europa.eu/health/index_en.htm
http://conventions.coe.int/Treaty/Commun/QueVoulezVous.asp?NT=164&CM=8&DF=08/12/2009&CL=ENG
http://conventions.coe.int/Treaty/Commun/QueVoulezVous.asp?NT=164&CM=8&DF=08/12/2009&CL=ENG
http://conventions.coe.int/Treaty/Commun/QueVoulezVous.asp?NT=195&CM=8&DF=08/12/2009&CL=ENG
http://conventions.coe.int/Treaty/Commun/QueVoulezVous.asp?NT=195&CM=8&DF=08/12/2009&CL=ENG

4. lpasosvie acnekmei

HauunoHanbHble 3akoHOZaTENBbCTBA YaCTO BKITOYAIOT B €65 MONOXKEHUA MO 6BUOMEAULNHCKAM
nccnefoBaHuaM NGO B BUAE TEKCTOB, HEMOCPEACTBEHHO MOCBALLEHHbIX JaHHOMY BOMPOCY,
nmbo B TeKcTax 6osee 06LLEro XapakTepa.

HaHHoe P)/KOBO,D,CTBO o6pau.|,aeTc;=| rMaBHbIM o6pa30M K TpeM rpngnvyeckn o6na3aTefibHbIM
eBpOI'IEVICKVIM OOKYMEHTaM. nOCKOHbe NONOXeHNA HaUuMOHAIbHOIO 3aKOHO4ATE/IbCTBA MOTYT
6bITb Pa3HbIMU B Pa3HbIX CTPaHaX, CCbIJIKXN Ha HEro cjy»at cKkopee I/IJ'IJ'IIOCTpaLlVIEVI TOro, Kak
NO-Pa3HOMY MOXET NPUMEHATbCA OAVH NPpUHL MM, AHanornyHbIm o6pa30M CCbUJIK/ Ha opnan-
yeckun HeobA3aTesbHble OOKYMEHTbI npecnenyT NntncTpaTuBHbIE LENNn.

4.B.2.1 KoHseHyusa O8bedo u [JonosiHumMesibHbIl NPOMOoKos1 0 6UOMeOUYUHCKUX UCC/1e008aHUSX

KoHBeHuusa OBbeao 1 ononHUTENbHbIV MPOTOKON O BUOMEANLMHCKIX NCCNEAO0BAHUAX, Pa3-
paboTaHHble PykoBoaALLMM KOMUTETOM Mo 61103THKe B pamkax CoBeTa EBponbl, npeacTaBnsatoT
coboii MexxayHapOoHble JOroBOPbI. VX MONOXKeHVA MMeIoT 06A3aTeNbHYI0 PUANYECKYIO CUNTY
ANA paTndULMPOBABLLUNX NX CTPAH.

MonoxeHuns KoHBEeHLMY NPUMEHMMbI K NPOEeKTaM UCCiefoBaHMI B 0611aCTV 34paBOOXPaHeHMs,
KOTopble BK/OYAOT MeAULMHCKOe BMELIATeNbCTBO* B OpraHn3M Yyesnoseka. Ero BknoyaloT, B
YaCTHOCTK, CCIIeAOBaHMA NEeKaPCTBEHHbIX MPENapaToB, a TakKe Apyrre TUMbl UCCefoBaHNN.

4.B.2.2 [lupekmusa 2001/20/EC

Oewnctere Onpektusbl 2001/20/EC pacnpocTpaHAeTCA Ha rocyJapCTBa, KOTOPbIe ABMAKTCA une-
Hamu EBponenickoro Coto3a 1 Ha rocyapcTBa, KOTOpble ABNATCA yYaCcTHUKaMu EBponenckon
3KOHOMMYecKon 30HbI (E33) no porosopy — Hopseruto, cnaHauio n JIMXTEHLWTENH.

MonoxeHna AnpeKTnBbl NPUMEHKMbI K KITMHUYECKM UCCedoBaHUAM NleKapCTBEHHbIX npe-
napaToB ANA NpUMeHeHUa y niogen*, nposoaawmmca B niobom rocygapcrae-uneHe EC/E33.
CornacHo Cratbe 2(c), gericTBue JupeKTrBbl He pacnpocTpaHAEeTCA Ha HEMHTEPBEHLMOHHbIE
nccnefoBaHus.

d. cornacue Ha yyacTtue B MCCNefoBaHUM, KOTOPOe AAeTCA NNLOM, CMOCOGHbIM AaTb CBOE Ccornacue, 1

b. B cniyyae niL, HeCnocobHbIX AaTb CBOE COTMace, PaspeLleHmne oT MX NPeacTaBUTeNsa UM opraHa BAacTi Uav iuya
WY OpraHa, NPeayCcMOTPEHHOTO 3aKOHOM.

JOeneratbl 8 CBDI nogyepKHynu, 4To B JOMOSHEHME K Pa3peLLeHmio, KOTopoe ynoMuHaeTcs B nognaparpade b, ans
6rOMEeANLMHCKNX UCCNefoBaHNUi TPebyoTCA SOMONHUTENbHbIE MEPbI 3alMTbl AN1S UL, HECMOCOBHbIX JaTb CBOe
cornacue, Takve, Kak NpeaycMOTpeHHble B BbllleyKa3aHHOW KoHBeHumn OBbefo v AOMOSHATEIbHOM MPOTOKOSE O
6VOMeLNLIMHCKIX NCCIIE[OBAHUAX.


http://conventions.coe.int/Treaty/Commun/QueVoulezVous.asp?NT=164&CM=8&DF=08/12/2009&CL=ENG
http://conventions.coe.int/Treaty/Commun/QueVoulezVous.asp?NT=195&CM=8&DF=08/12/2009&CL=ENG

5. KomuteTbl N0 3TNYECKON dKCNepTn3e nccnefoBaHun
(K331)'°

5.A K93U - onncaHue

NccnepoBaTenbckne atnyeckne Komutetbl (K33UM) — 3To mynbTU-gncunnanHapHble, He3aBuU-
CYMble TPYMMbl 1L, NPefHa3HAYeHHbIE A1 MPOBELEHNS SKCMEPTM3bl MPOTOKONOB OroMe-
OVILVHCKUX UCCNIELOBAHNI C yYacTUEM JIloAeN B KauecTBe CyObeKTOB B LiefiAx obecneyeHuns,
B YaCTHOCTM, AOJIXKHOIO YBAaXKEHUS U 3aLMTbl JOCTOMHCTBA, OCHOBHbIX NpaB, 6630MacHOCT U
6narononyyrsa y4yaCcTHMKOB UCCIELOBAHNA.

K33W moryT yupexkaaTbCA Ha MeCTHOM, PErIOHasIbHOM UV HaLMOHaibHOM YpoBHe. K93U moryT
yupexaaTbCa UHCTUTYTaMU UIN »Ke PEMMOHANbHBIMU UAW HALUOHANbHbIMU MOHOMOYHbIMM
opraHamu; yupexgaeHue K35W Bce valle npegycMaTpmBaeTca 3aKOHOM. VX feATenbHOCTb B
KauyecTBe NIOKasIbHOMO, PErMoHaNbHOIo AW HaunoHanbHoro K33U onpegenaetca yupexaato-
Len NHCTaHLUNen.

MexayHapopHble nccnegoBaHusa obcy»kaatotca B [nase 9. XoTA B OTHOLIEHWN YUpexaeHNa 1
paboTbl K35 B pa3Hbix €BPOMENCKMX CTpaHax (M B APYrMX YacTAX MMpPa) MOTYT CyLLeCTBOBaTb
HeKoTopble pa3nmuna, yupexaeHue n GyHKUnoHnpoBaHme K33W fomKHO ocyLwecTBNATLCA B
COOTBETCTBUU C 06LLENPU3HAHHBIMW STUYECKUMI NPUHLMMAMM U CTaHZAPTHbIMY NpoLieaypamu
(CmoTpuTe pasgen 5.B - Metog paboThl).

5.A.1 Ponb n gearenbHoctb K33 B npouecce npoBeaeHna nccnegoBaHus

K33U ncnonHAoT KOHKPEeTHble GYHKLMK [0, BO BPEMSA 1 NOC/e pa3pelleHnsa N NpoBeaeHNA
6UoMeVILIMHCKOrO NCCIefoBaHNA, OLIEHKM PE3YIbTaTOB M COCTaBNIeHNA oT4eTa. [losaTomy OTBeT-
CTBEHHOCTb U NpaKTuyeckmne obs3aHHOCT K33 oxBaTbiBaloT MOJHbIN LK 6B1IOMeaULNHCKOrO
NCCnefoBaHUA (KpaTkoe onvcaHmne npeacTaBneHo Ha Cxeme 5.1).

- ¢hyHKUYUU HanpaBJieHbl Ha peanu3aLmio OCHOBHO 3agaun K93 — rapaHTUpoBaHue 3Tuy-
HOro npoBefeHns GuoMeanLnHcKoro nccnegobaHua. CoctaB K99U, KonnekTuUBHbIE
3HaHMA U OMbIT B 3TMYECKMX U HaYUYHbIX BOMPOCAX, a TakKe MeToAbl paboTbl 1 obuiee
bYHKLMOHNPOBAHE AOMKHbI 06ECNEUNTb HAAEXKHOCTb U CMOCOOHOCTb 3P PEKTUBHBIM 1
He3aBKCMMbIM 06Pa30M UCNONHATL CBoM 06a3aHHOCTU (CMoTpurTe Cxemy 5.1).

- 83aumodonosiHAluue 8udsbl desmesbHocmu. CylecTByeT obLias, 3ac/yKnBatoLwas ofo-
6peHVA, TEHAEHUUS K TOMY, UTo6bl K93W nprHUManu Ha cebst ocyLecTBIEHE B3aUMO0-
NOJNHAOLMNX BUAOB AEATENIbHOCTU C LieSbio YyULLEHWA 06LLel KybTypbl OMOMEeAUNLIMHCKNX
nccnefoBaHUI, paclMpeHna OOLLEHNA MeXay NCCNefoBaTenaMm*/nccnenoBaTenbCKMm
opraHM3aumamMm 1 obLEeCTBOM, @ TaKXKe NMOBbILLIEHNA OCBEAOMIIEHHOCTN 00 3TUYECKUX
npo6nemax B 06nacTy bromMmeanLMHCKIX nccneaoBaHuin. Hanpumep, K33 nnn nx Hauymo-
HasbHble OpraHy3aLu MOryT y4acTBOBaTb B My6GIVUHOM Anasnore, KacaloLeMcs STUYECKNX
npo6nem, Uiy MoryT B3ATb Ha Ce6s MPOCBETUTENbCKYIO POJIb MO BOMPOCaM NOAUTUKA 1
NPUHATUA peleHnin B 0611acTu 3TUKK NPOBEAEHNA NCCNENOBaHWIA.

10. MNog stnm TEPMUHOM MPUHATO NOHMMATb 3TUYECKNE KOMUTETbI NN Jpyrme opraHbl, ynoJITHOMOY€HHbI€ NMPOBO-
OUTb 3KCNepTU3y 6MOMEANLNHCKMX NCCNe[oBaHUN, npegycmaTpmBarox BMeLLaTeIbCTBO B OPraHM3M YyesioBeka.



5. Komumemobl no samuueckoli skcnepmuse uccsiedosaHuti (K33U)

Cxema 5.1 Ponb K93U B npouecce npoBepeHnA nccnefoBaHunii

Jo Hauana uccnepgoBaHunA Mocne Hayana nccnegoBaHUs
®azawuvccne- |[naHWpoBaHWe, |JKcnepTM3a MNposeneHne 3aBepLueHune
DOBaHUA NoAroToBKa nccnegoBaHmA

npoekTa
QOyHKUMN MpenocTtaBneHune |STnyeckas ConpoBoxpgeHve |AHanm3 oT4yeToB
nHbopmaumnn 3KCnepTm3a npoekTa nccnegosartenen*®
nccnegoBatenam®, | npeanokeHusa nccnenoBaHus,
no mepe Mo NPOBEAEHNIO | A MMEHHO
HEeobXoAUMOCTU | UCccnenoBaHus 3TUYECKUX
aCrneKToB;
BO3MOXHa
NOBTOpPHaA
KCnepTm3a

5.A.1.1 Ponb K33 0o Hayana ucciedo8aHus — smuyeckds 3kcnepmusa npeonoxeHul no
nposedeHuUo ucc/1e0o08aHuUll

OcHoBHas 3afava K93 3akntoyaeTca B TOM, YTOObl rapaHTMPOBaTh, YTO paccMaTprBaemble
UM NPesIoKEeHNA No NPOBeAeHNI0 BMOMENLIMHCKUX UCCNER0BAHNIA ABAAIOTCA STUYECKUN Npu-
eMNeMbIMY 10 TOTO, KaK OHM ByayT paspelleHbl K npoBefeHuto. Taknum obpasom, KI3U Takxe
obecneynBaeT Ny6ANYHbIE FAPaHTUV HeJOMYLLEHNA HESTUYHbBIX NCCIIe[OBAHMI 1 MOOLPEeHNA
3TUYECKUN NpUuemsneMbiX NCCefoBaHNN Hagnexallero ypoBHsa KauecTBa.

K33W BbinonHAeT 3Ty 3agayy NoCcpefcTBOM OCYLLECTBEHMA STUYECKON SKCNepTr3bl Npeasio-
XeHul no nposefeHuto nccnegosannn (CmotpuTte Masy 6 — [NMposegeHne K33U He3zaBrcrmom
3KCNepTU3bl NPoeKTa NCCiefoBaHA) U NOCPEACTBOM BblAaun MMCbMEHHbIX 3aKoueHnin 06
3TMYeCKON NPMemMNemMmocT nccnegoBaHui. Npu HEO6XOANMOCTI, OHM TaKXKe MOTYT KOHCYNbTU-
poBaTbCA C MCccNefoBaTeNAMMU* Ha 3Tane NNaHNPOBaHNA 1 MOATOTOBKM MPOEKTa UCCNefoBaHUA.

K33W oueHrBaeT aTuUecKyto NnpuemneMocTb NpeanoxeHns no NnpoBeaeHnIo NCCnegoBaHuaA C
[ABYX OCHOBHbIX TOUYEK 3peHU:

- CTOYKN 3PEHNA STUYHOCTU NpoBedeHUNA NCCnefoBaHUA, OXKaeMblX pe3yJibTaTOB Nccne-
[OBaHMA Y BO3MOKHbIX MOCNeACTBUN pe3ynbraTtoB NccenoBaHMAa onA O6UJ,eCTBa. TepMI/IH
«O6U.|,€CTBO» MOXKEeT TONNKOBATbCA KaK B Y3KOM, TaK N B 6onee LLUMPOKOM CMbICNE, N MOXET
BKJlOYaTb B Ce65 noTeHuuManbHble NHTEPECDI 6yﬂyUJ,I/IX NMOKONIEHUA.

- C TOYKM 3peEHUA NOTEHUMANIbHbIX YH4aCTHUKOB NCCNefoBaHNA — 3allTbl X NpaB, 4OCTO-
MHCTBaQ, 6e30MacHOCTU 1 6narononyq|/|ﬂ.

Mpu oueHKe NpeanoXKeHNa No NpoBefeHUto bruomegMLUMHCKOro uccnegosanus (CmotpuTe
MmaBy 6 - lNpoBeaeHne K33 He3aBUCMMON 3KCNepTM3bl NpoeKTa uccnenosaHusa) K33U gon-
XKeH paccMOTpeTb COOTBETCTBYOLLME STUYECKME MPO6IEMbI C yYETOM MPUMEHUMbIX STUYECKUX
NPUHLMMNOB, NPU3HAHHBIX 1 B JaHHOM OOLLeCTBe, 1 Ha MeXAYHapOLHOM YPOBHe.

K32 pomkeH yAoCTOBEPUTbCA B HAYYHOM KavecCTBe NpeanoxeHna no nposeneHnto nccnenoBa-
HNA N ero COOTBETCTBNN HAaUMOHANIbHOMY 3aKOHOAATENbCTBY,; HAYYHOE Ka4yeCTBO 1 COOTBETCTBUE



5. Komumemobl no samuueckoli skchepmuse uccsiedosaHuti (K33M)

3aKOHOAATENbCTBY MOTYT OLleHUBATLCA Kak cammm KI3U, Tak n apyrMmm KOMneTeHTHbIMU
opraHamu.

K33W He HeceT OTBETCTBEHHOCTW 3a aHaSIN3 STUYECKNX aCNEKTOB KIMHMYECKOW NPaKTUKN. Tak
Ha3blBaemas «cepas 30Ha» (HeonpeaeneHHOCTb FPaHNLL) KIMHUYECKOro ayanTa 1 ero otnnyme
OT 6rIOMeANLIMHCKUX NCCNefoBaHU ABNATCA bonee npobnemaTnyHbiMm (CmoTpuTe Cxemy 5.2).

Cxema 5.2 KnuHnueckuin ayaut

B obuwem, paznuume mexpay nccrefoBaHUEM U ayfUTOM 3aK/0YaeTca B CliefyloLleMm.
NccnepoBaHue opueHTMPOBAHO Ha NoslyyeHne HOBbIX 3HAaHWUM; Ha BbIACHEHWE TOTO, YTO
ABNAETCA UKW YTo OyAeT Hannydweln NPakTUKON — HanprMep, BONPOCOM UCC/Ief0BaHNA
MOXeT 6bITb crnepyowmin: «Kakon Hanbonee 3 eKTUBHBIN cNocob neyeHna Nponex-
Heln?». KNMHNYeCcKnin ayamT OpMEeHTMPOBAH Ha onpeAeneHmne KauecTBa; Ha BbIICHEHME TOrO,
NCMONb3YIOTCA I HAUYYLINE NPAKTMKY — Hanpumep, BONPOCOM, OTBET Ha KOTOPbI MOXET
ObITb NMONyYeH B pe3yfbTaTe ayanTa, MOXET OblTb criefytoLnii: «<Kak Mbl eYnm NPONEXHN 1
HACKOJIbKO 3TOT CNOCO6 CpaBHMM C HauyyLlen NPUHATON NPAKTUKON?».

OueBUIHO, UTO pasznnuKe He ABNSETCA aOCOIOTHBIM, MO3TOMY HEBO3MOXHO TOYHO onpefe-
NNTb HEO6XOAMMOCTb NMpoBefAeHMA dKCnepTr3bl KI3W. OgnH 13 npeanaraembix NoAxonoB
3aKJ1I0YaeTCA B TOM, UTOObI COCPEAOTOUMTLCA Ha TPEX KITHUEBbIX BONPOCAX:

i 3aKoYaeTca N uenb npeanoKeHHOro npoekTa B UCMbITaHUN 1 yny4dlleHN Ka4veCTBa
OKa3aHnA nomMmoLwn nayneHTy B MECTHbIX yCJ'IOBI/IFlX?,'

ii. npemycMaTPUBAET NN NPOEKT OLIEHKY MPAKTMKM Ha ee COOTBETCTBME CTaHZapTam?;

iii. nNpegycmaTpyBaeT v NPOEKT OCYLLEeCTBIIEHNE KaKUX-TMOO0 AeNCTBUIN B OTHOLLEHUN Nauu-
€HTOB, KOTOPbIe He ABNAIOTCS COCTABNAOWNMU X OObIYHOIO, CTaHAAPTHOIO JleyeHuA?.

Ecnu Ha nepBble ABa BONPOCa OTBET «[4a» U Ha TPETUIN BOMPOC — KHET», TO MPOEKT, BEPOATHO,
ABNAETCA KNNHNYECKM ayanTOM; B IHOM Cily4ae, BePOATHO, 3TO ByAeT ncciefoBaHue.

Skcnepmu3sa K33M u [Jupekmusa EC no knuHu4eckum ucciedosarusam (2001/20/EC) -
Heob6Xx00uUMOCMb 00HO20 3aK/TIOHYeHUs

B ctpaHax EBponenickoro Coto3a (EC) MpeKTrBa NpuUMeHMa K KNUHNYECKM NCCNefoBaHMAM
neKapcTBeHHbIX cpeacTs*!. IMpeKkTnBOM NpeanmncaHo, YTo MyNbTULEHTPOBbIE KIIMHUYECKMe
nccnefoBaHUA*, KOTopble 3anaHMPoBaHbl K MPOBEAEHUIO B OQHOM 13 rocyfapcTs-uneHe EC,
LOJIXKHbI MOSYYMTb MOSNOXKUTESIbHOE 3aKJtoUeHre 06 STUYECKON NPremMIeMOoCT NCCIIefoBaHNSA
oT ogHoro K33U, 6e3oTHoCKTeNbHO KonnyecTBa KO2W, BOBIeUEHHbIX B MPOLECC SKCNePTU3bl.
Ecnu mMHoroueHTpoBble NccnefoBaHUA 3aMlaHUPOBaHbl K OHOBPEMEHHOMY MPOBEAEHMI0
6onee yem B ofHOM rocygapcTee-uneHe EC, lupekTnsoli npegycMoTpeHo TpeboBaHMe, YTo B
KaxJoMm rocynapcTee-uneHe EC, BoBneYyeHHOM B NpoBefeHVe UCCNIefOBaHUSA, JOMKHO ObITb
NoNy4YeHo 3aKioveHne oT OAHOro cooTBeTcTByoLWero K351,

He3zasucumocmos K351

K32W gonkHbl ObITb HE3aBUCHMMbIMI 11 O4EBUAHO CMOCOOHBIMYM NPUHMMAaTb peLleHnsa 6e3 HeHag-
nexatlero noanTUYeCKoro, NPopeccroHanbHOro, OpraHn3aLMOHHOrO UM MapKETUHIOBOTO

11. CmoTpUTE CHOCKY 5.
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BNMAHUA. ITO BakHeNwWwee TpeboBaHVe [OMKHO ObITb Hagexal M o6pa3om OTPaXKeHo B
npoueaypax HasHaueHnA uneHoB K935, B TpeboBaHMAX K uneHcTBY B KI3W 1 B npouenypax,
npeaycMOTPEHHbIX AN1A YNpaBieHNA NOTEHLMANbHbIMU KOHGMKTaMU MHTepecoB (YneHbl K33
LOJIKHbI 3as1BNATb O BO3MOXKHbIX KOHOIMKTAaX MHTEPECOB), a TakKe B MCTOUYHMKaX GUHaHCUPO-
BaHuA K33

Skcnepmu3sa K33U u ee 3Ha4deHue 0719 nyb1UKayuu pe3ybmamos ucc1e008aHus

Mpwy paccMoTpeHMM MaTeEPKANOB MO NCCIefOBaHNAM C yYacTUEM JIloJEeN B KauecTBe CYyObeKTOB,
60bLUMHCTBO HayUYHbIX >KYPHANoB TPebytoT Hannuma ogobpeHns nccnefoBaHna O CTOPOHDI
K33W. Takum obpaszom, K33 genatot cBOI BKNag B HayuHble 1 3TUYECKME acreKTbl KayecTBa
NPOBOAALLMXCA UCCNE[OBAHNIN.

5.A.1.2 Ponb K33M 8 npouecce nposedeHus Uucc/ie008aHuUs

K33W pormkHbl Hagnexalmm o6pa3oM 1 B COOTBETCTBUM C HaLMOHaNbHOW NPaKTUKON ocy-
LLeCTBNATb CONPOBOXAEHME peann3au i NPoeKTOB UCC/Ief0BaHNI, KOTOPble OHM pa3peLnam
K NPOBeAeHMI0, NPV 3TOM MOXET BO3HUKHYTb HEOOXOAUMOCTb B 0dMLMaNbHOM NOBTOPHOM
NnpoBefeHNM SKCMepTH3bl B CBETE HOBbIX OOCTOATENLCTB U COOTBETCTBYIOLMX 3HAHWIA, NPU-
obpeTaeMbix B npoLecce nccnepgosaHusa (CMoTpuTe Takxke pasgen 6.C.16 — iHdopmauuma gna
K33W B npouecce npoBeaeHna NCcefoBaHus).

DTO 0COOGEHHO BaXKHO B TeEX aiydadx, Korga nccaiegoBaHne sneyet 3a coboin Takom YPOBEHb
PUCKa, KOTOprVI He MOXeT ObITb NPOUTHOPKPOBAaH, NN KOra oXXnaaeTcA, YTo B NCCieqoBaHNN
6y,D,ET nonyyeHa KNMHM4YeCKn 3Ha4ymman I/IHd)OpMaLl,VIFI, KOTOpPaA MOXET NOBJINATb — MOJIOXKN-
TeNbHbIM NN OTPULUATENIbHbIM o6pa30M — Ha 6e30MacHOCTb, 340poBbe nnn 6naror|onyq|/|e
y4aCTHUKOB ncciegoBaHumA.

Llenb Takoro conpoBoOXAeHWA 3aKOHYaeTCs B TOM, YTOObI YCTAaHOBUTb, B CBETE I0ObIX HOBbIX
06CTOATENBCTB, BO3HUKLWNX B MPOLECCE UCCIIEA0BAHUA, MOXHO N MPOAOSXKaTb NpoBege-
HWe UccneqoBaHUA B HEM3MEHEHHOM BUAE COMTACHO U3HaYalbHOMY MPEASIOKEHUIO, UNN XKe
nosBuIacb HeOOXOAMMOCTb BO BHECEHUM M3MEHEHUI B MPOEKT, UM AaXKe B €70 NpeKpaLLleHnn
(CmoTpuTe MnaBy 6 — NpoBeaeHne KI3U He3aBNCMMOWM 3KCMepTM3bl NPOeKTa NCCNefoBaHMA).

ConpoBoxaeHune 0OblYHO MOXKeT ocywecTBAATbCA K93 nocpeacTBOM aHanm3a oT4eToB Mo
NPOEKTY, KoTopble ncciegoBatenu® (Unm, B COOTBETCTBYIOLUX CNTyYasaX, CMOHCOPbI* nccnego-
BaHWI), KaK NpaBusio, 06s3aHbl MPeACTaBAATb HA PACCMOTPEHME Ha PErynapHON OCHoBe (Kak
MVUHVMYM OAWH pa3 B rof).

K33W ponkeH nmeTb onpeneneHHblIn mexaHnsm (CMoTpuTte pasgen 5.B — Metogbl paboTbl), KoTo-
pbili MO3BONUT UM HaZexalmnm obpa3om pearmpoBaTb Ha Ntobylo cepbesHyto MHbopMaLuio,
ronyyaemyto B npoLecce UccnefoBaHnaA, Hanpumep, Kacarlyca 6esonacHocTy n 6narono-
NYUYns Y4aCTHMKOB UCCNefOoBaHNA, BK/OYasA, B COOTBETCTBYIOLMX C/TyYasnX, MPOMEXKYTOUHYHO
nHopmaumio 06 3pPeKTUBHOCTY NCCIIefyeMoro ieKapCTBEHHOrO Npenaparta. PearnposaHue
Ha Takyto MHGOPMaLIMIO [OSIXKHO ObITb CBOEBPEMEHHbIM U NOATBEPXKAEHHBIM OKYMEHTaNbHO.

[encTeusA, [OoCTyNHble nccnegoBaTenam®, cnoHcopam® n K33M (nommmo npuHATUA 6e3oTnara-
TesIbHbIX Mep A9 3alUTbl 340POBbA 1 6N1arononyumna y4acTHUKOB UCC/IeJOBaHNA), BKOYalOT
B cebA BHeceHVe NonpaBoK B NPOTOKON UK BPEMEHHYIO MPUOCTAaHOBKY UKW NpeKpalleHne
nccnefoBaHus.
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5.A.1.3 Ponib K93M nocne 3asepuwieHus ucciedosaHus

B HacToAwee BpemsA ponb KI3W nocne okoHYaHuA nccnegoBanua (Cxema 5.1) 4OBONbHO orpa-
HnyeHa. O6bIYHO OHa He CUMTAETCS CTOMb XKe BaXKHON, Kak akcnepTtusa K33, nmetowan Bax-
Helee 3HaUYeHne, 1, Kpome Toro, K33 o6bIuHO peako 0651afatoT JOCTAaTOYHON OPUANYECKON
KoMMeTeHLMen, BpeMeHeM U APYrMun pecypcamm ana 3bdeKTMBHOM peann3aumy 3Ton Lenu.

O6nacTblo, B KOTOPOI OTBETCTBEHHOCTb K92 6onee oueBmaHa, ABAAETCA CNOCOOCTBOBaHME
rapaHTPOBAHMIO TOFO, YTO 06A3aTeNbCTBA UCC/IeAoBaTeNen™ (M X OpraHM3aLuiA UM CNOHCOPOB
NCCnefoBaHyA) Mo OTHOLLEHUIO K YYAaCTHMKAM UCCNeA0BaHWS U/ rpynnam unmn obiecTsy,
OTKyA:a OHY 6blnvi OTOBPAHbI ANst UCCNIEA0BAHNSA, BbINOHAOTCA B COOTBETCTBUM C NepBOHavasb-
HbIM NPeANoXKeHMeM Mo NpoBeAeHIo ncciefoBaHna. Hanpumep, o6s3atenbCTBa NCCeaoBa-
Tenen* nnm CnoHCopoB* MOTyT BKJTlOUaTb B cebA NpeaoCcTaBeHre y4acTHKaM UCCNIefoBaHNA
nHdopmaLun o 340POBbE, MOJYYEHHOW B NpoLecce NCCnefoBaHnsA, U NpeaocTaBieHne
cneymanbHON MeAVLMHCKOM MOMOLLM UKW APYTUX NIbFOT. ITW BONPOChI MOTYT 6blTb 0CO6EHHO
3HAUMMbIMK, €C/IV UCCNeJOBaHMSA NPOBOAATCA B Pa3BMBAIOLLMIXCA CTPAHaXx, Ha YsI3BMMbIX rpyrnnax
HaceneHVa UK Ha NAAX U3 MAaPTUHANbHbBIX U MaloobecneyeHHbIX CoeB 0bLiecTBa. XoTs
K33W He npaBOMOYHbI TpeboBaTb NCNONTHEHNA NOAOOHbIX 06A3aTENBCTB, X MOPAbHbIN CTaTyC
1 BNVISSHUE MOTYT NMOMOYb B peLleH BO3HUKAIOLWUX Npobnem.

Ewe ogHo 3TNUeckoe 06:a3aTeNIbCTBO UCC/IeoBaTeNer* Nnmn CNOHCOPOB UCCNIeOBaHNA 3aKIto-
YaeTcsA B 06LeJOCTYNHOM NpefoCTaBNeHN BbIBOAOB, CAEMNAHHbIX MO MCCiefoBaHuio, nocpes-
CTBOM YECTHOW 1 Hagnexaluen nyoavkaumn. iHoraa, no KOMMepUYeCKM U MHbIM MPUYMHaM,
pe3ynbTaTbl UCCNefoBaHnA, 0COOEHHO «HeraTBHbIe» pe3ynbTaThl, CKPbIBAlOTCA; Takoe HeoOb-
€KTVBHOE, HEeMoJTHOEe OTPaXeHue pe3ynbTaToB B OTYeTax ABMAETCA He TONIbKO HEHAYUYHbIM U
HeSTUYHbIM, HO 11 BPeAUT NaumneHTaMm, Hanpumep, eCyiv CKPbIBalOTCA HexkenaTenbHble 3pdeKTbl,
CBA3aHHble C neyeHriem. XoTa 6bl1v BBeEeHbl HEKOTOPble MeXaHU3Mbl AN AOCTUXKEHNA NPO-
3payHOCTV coobLieHna MHPopMaLMK, MONYyYEeHHON B UCCeOBaHUAX, Hanpumep, TpeboBaHve
npeaBapuUTeNbHON perncTpaLmm Tboro KIMHNYEeCKoro NcciefoBaHnA NekapCcTBEHHOTO npe-
napata B ny6nnyHown 6a3e gaHHbIX [0 Hayana nccnegosaHua (Cmotpute Masy 6 - [poeegeHne
K33W He3aBUCMMOWM SKCNEPTM3bl NPOeKTa nccnegoBaHusa), K92 Toxe MoryT npuHeCT Nonb3y,
NPOABNAA BHMMaHMe K 3TOW BaxkHelLwen npobneme, MOCKOMNbKY 3aBeplueHre NPOeKTOB OCy-
LecTBNAETCA Noj Ux HabnogeHnem.

5.A.2 CoctaB K331
5.A.2.1 2kcnepmusa

C yuyeToM HaUMOHaNbHbIX MPaBOBbIX TPe6OBaAHUN, a Takxe NoTpebHocTen N ocobeHHOoCTeN
pab6oTbl K32 B KOHTEKCTE KOHKPETHOI OpraHn3aLMy UV PErOHa, KOIMUYECTBO YJIEHOB 1 COCTaB
K33 (B oTHOLWEHWM penpe3eHTaTUBHOCTU NPOodeCcCMOHANbHBIX M UHBIX 3HAHWUIA 11 OMNblTa) MOTY T
3HauunTenbHO BapbupoBaTb. Ho y Bcex K33W gonkHbl 6biTb HEKOTOPbIE 0bLMe KntoyeBble 0Co-
6eHHOCTK, OTpakatoLme MPUHLMMbI U LeSIv UX paboTbl, KOTOPble 3aKtovaloTcA B 3G eKTUBHOM 1
LOCTOBEPHOW STUYECKON SKCNepTM3e NOAAHHbIX UM Ha PacCCMOTPEHUE NPOEKTOB NCCe0BaHUN.

[nA BbINONHEHNA CBOVX 06A3aHHOCTe KDIW LoMKHbI B COBOKYNMHOCTM 06/1aAaTh CreuyanbHbIMI
3HAHMAMW B 06NACTAX MAW ANCLMMNIIMHAX, KOTOPbIE CYATAIOTCA HEOOXOAMMbIMY ANA X PaboTbl.

MexaH13M Ha3HAaYeHWA JOJKEH rapaHTMPOBaTb TaKOW MOTEHLMANbHbIA COCTaB YNEHOB
K33W, npn koTopom 6yaeT obecneyeHo Hagexallee COOTHOLEHME HAayYHOTO 3KCMEPTHOrO
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3aKknoyeHna, dGunocodcKoro, LPUANYECKOTO M STUYECKOTO 060CHOBAHUA 1 MHEHUI Ntogei-
HecneuranncToB. Bce uneHbl K335W, BHE 3aBUCMMOCTY OT TOTO, AIBAAIOTCA /I OHW CrieLanncTamm-
npodeccroHanamm uiv NPeacTaBUTENSIMM 0OLLECTBEHHOCTU, AO/MKHbBI ObITb PAaBHOMPAaBHbI. OTOT
acCneKT MOXeT NpefCTaBATb Cepbe3HYI0 NPObeMy B Tex 00OLLecTBax, rae COXpaHUIAch faBHAS
Tpaguuma rnyboKoro yBaXKeHUs K BNacTy WX COLMAnbHON nepapxumn.

O6Lwenpu3HaHHbIM ABAAETCA TOT GaKT, UTO B COCTAB CNEeLNaANCTOB-NPodeCccroHanos, ABs-
WMXCA uneHammn K33MW, BxoaaT yueHble, CneuuanvcTbl B 0611acTyi 34paBOOXPaHEHNS, IOPUCTbI
1 N1ua, obnapatolime cneymanbHbIMY 3HAHUAMA U OMbITOM B 06/1aCTU 3TUKK. [pyrumu nones-
HbIMM AUCLMTIMHAMW ABAAIOTCA 3MMAEMUONONNA, KNMHMYECKYto dapmakosiorus, GapmMauus,
MCUXONOrnsa, cCoLMonorna n bruocTaTucTrKa.

MNpencTtaBrTenn obLecTBEHHOCTH, BXoaALWMe B cocTaB K93, 06bluHO onpeaensoTca Kak nmua
6e3 cneuvanbHOM NOAroTOBKY B 06/1acTN BUOMEANLIMHCKUX NCCNeAO0BAHNN, MEeANLVHbI UK
3apaBooxpaHeHna. OXngaercs, YTo OHU, B YaCTHOCTU, ByayT BbipasnTensaMmn oOLLeCTBEHHbIX
B3rNAA0B, a TaKXKe B3rNAA0B NaLNeHTOB.

UneHbl K33 ponxHbl 6biITb CNOCO6HBbI OOVBATLCA Hagexallero 6anaHca mexxay AOCTUXKEeHVEM
Hanbonbluero obuyero 6nara, KOTOpoe MOXeT ObITb MONYYEHO B pe3ynbTaTe BUOMeANLINHCKOro
NCCNeaoBaHuA, U MPU3HAHEM W 3aLLUTON YeNIoBEYECKOro AOCTOUHCTBA, NPaB, 340Pp0BbA, bnaro-
NoNyyna N MHTEPECOB y4aCTHNKOB UccnefoBaHuA. lMpexae Bcero, OHN AOMKHbI rapaHTUPOBaTb,
YTO NPU BO3HNKHOBEHUN KOHQNIMKTA, MHTEpechl 1 6narononyyve niogen, NPUHNMaILWKX yya-
CTue B nccnefoBaHnm, byayT MMeTb NPUOPUTET Haf MHTepecamu Cyrybo Haykm nnm obuyecTsa.

UneHbl K33W gomkHbl MMeTb 06LLee MOHUMAHVE BaXKHOCTU UCCNEA0BAHUI 11 TOTO, KaKyto NOJb3y
OHW MOTYT MPVHECTV A1 300POBbA 1 6rarononyymsa nogein. OHM [OKHbI MOHMMAaTb NPUHLMMDI
nccnefoBaHUA U MeToAbl UCCIefoBaHWA, KOHTEKCT UCCIefOBaHNA U NMPaKTUYeCKe acneKTbl
nposefeHna 6GromMmeanLIMHCKOro nccnegoBaHua. OHM AOMKHbI ObITb CNOCOGHbI BbIHOCUTHL CBO
CO6CTBEHHbIE, HE3aBUCKMbIE CY>KAEHMWA MPY PAaCCMOTPEHUN STUYECKUX NPO6IeM, CBA3aHHbIX
C NpeanoXeHNsaMn No NPOBeAEHNI0 NCCNe0BaHUI, NPeACTaB/IEHHbIMU MM Ha PaCCMOTPEHME.

Taknm 06pazom, K33 fonKHbl 6bITb MyNbTU-AUCUUNAIMHAPHBIMUK U OTPaXKaTb HaAeXallymii ana-
Ma3oH B3rnA40B NpodeccMoHanoB U HeCNeLMancToB, a TakKe cobnoaaTb PaBeEHCTBO MOMOB.
B 3aBUCUMOCTU OT KOHKPETHbIX pacCMaTpPrBaeMbIX NPOEKTOB, AO/IKEH ObITb NPeayCMOTPEH
Hag/1eXallmii MexaH13m NoslyYeHnsa SONONTHUTENbHOW KOHCYNbTaL My (Hanpumep, NocpeacTBOM
npurnaweHnsa BHELWHNX SKCNepToB).

BakHelwwmm TpeboBaHreM K K9OU saBnAeTca He3aBMCUMOCTb OT UcciefoBaTenen® n nx cnoH-
COPOB, a TaKXe OT yupeauBLLIEN X OpraHMu3aLlmm Uam NoIHOMOYHOro opraHa. MexaHu3m, pas-
paboTaHHbIN ANA JOCTUXKEHWA TaKOW HE3aBUCMMOCTH, JOMKEH ObiTb OTPaXkeH B npouenype
yupexaeHusa K33 n npoaneHns uneHcTBa, a TakxKe B MeTofax paboTbl M MPUHATUA peLueHni
K33W.

[nA Toro 4To6bl 3aCNYXNTb 1 NOAAEPXMBaTb NPU3HaHNE CBOEro MOPasibHOro aBTOpuUTETa,
cocTaB uneHoB K33U nonxeH oTpaxaTb OMUHUPYIOLLYIO KyNbTYPHY0 Tpaanumio. OHM fOMKHbI
6bITb CMOCOOHBI fEMOHCTPUPOBATL CBOK HECNPUCTPACTHOCTb, MPO3PaYHOCTb, JO6POCOBECT-
HOCTb 1 CNOCOBHOCTb CTUMYNINPOBATb 1 OCYLLECTBAATL AUANOT NPY B3aUMOZAENCTBIM C APYTMMIA
yyacTHMKamu cepbl BOMeNLIMHCKUX NCCNef0BaHWIA.
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5.A.2.2 Ocobvble domxHOCMU — npedcedamerivb, 8Uye-npeoceoamesis, AOMUHUCMPAmop

K33W gonkeH Ha3HaunTb COOTBETCTBYOWMX L, ANA ynpasneHua komutetom. Bce K33U
JOMKHbI UMETb NpeAcefaTens 1 BuLe-npeaceaatens ana ocyLwecTBeHA pyKoBOACTBA OCTaslb-
HbIMK YynieHamu K93,

B K33 poneH 6bITb aAMUHNCTPATOP C NMOMIHOW UIIN YaCTUYHOW 3aHATOCTbIO 1 afjeKBAaTHON
AAMUHUCTPATUBHOW NOAAEPXKKON.

OTBeTCTBEHHOCTb M 3afauu Npegceaatens, BuLe-npegcefatens v agMmmHmucTpaTopa (Cmotpute
Cxemy 5.3) pomkHbl 6bITb YETKO MPONKMCaHbl, HaNpPUMep, B MpaBuiax Uiy CTaHAapTHbIX onepa-
LMOHHbIX npoueaypax (COM) K33W. Jinyo, Ha3Hayaemoe Ha JAOMKHOCTb Npefcenatena K3OWU,
LOJIKHO Npexe Noy4nTb HeoOXoAMMbIN OMbIT, 6yAyUn B TeUeHMNE KaKOro-TO BPeMEHU YNieHOM
K33MW, Takomy nuuy fomkHa ObiTb NpeaoxKeHa cneumanbHbI TPeHUHT ana 3GpeKTMBHOro
BbINOJIHEHNA 06A3aHHOCTEN 1 3aau npeacenaTens.

Cxema 5.3. CraHgapTHOe pacnpegeneHne oTBEeTCTBEHHOCTY NpeaceaaTens,
BuLUe-npeaceaaTens n agMnuHuctparopa K351

MNMpeacepatens +  TOTOBWT, CO3bIBAET oUepeaHble 1 BHeouepeaHble 3acegaHna K33
W npepcenaTenbCTBYET Ha HUX,

« npepctasnaeT KI3U nepep nuMUom ob6LeCTBEHHOCTY 1 MNOTHOMOUY-
HOro OpraHa, yupeamsLuero gaHHbin K33,

. pa3pa6aTb|BaeT nnaHbl 3acefaHnin u Apyrmx sBnaoB AeATeNbHOCTA
K331,

- obecneunBaeT CBOEBPEMEHHbI OTBET MO 3aABKaM, NOANNCbIBAET
odurumanbHble JOKYMeHTbl K99, B yacTHOCTY — 3aKntoueHnA KI3U
Mo 3TUYECKOW NPMEMIEMOCTU paccMaTpurBaemMbix B K39U npeano-
YKEHWI NO NPOBEAEHNIO UCCIIEAOBAHNN, @ TaKXKe ApYrme OKYMEHTI,

©  KOOPOVHUPYET, PyKOBOAUT U KOHTPONMPYET PaboTy 1 pasnnyHble
BuAabl gearenbHocty K39U v ero cekpertapumara,
+  MNOAroTaBMIMBAET M MOAAET Ha paccMoTpeHue broaxet K33,

«  KypupyeT u npepgnaraeT AeATeNIbHOCTb NO 00YUYEHUIO/TPEHUHIY
yneHoB K331 n K331 B uenom,

- obecneunsaet oT uMeHn K33 npoBepeHme cneymanbHbIX KOH-
CynbTauUnii c uccnepoBaTensaMm®, pykoBoaCTBOM CBOEN UCCIefoBa-
TeNbCKOWM OpraHmn3aLunmn Uam NoSIHOMOYHOIo OpraHa, yupeamnBLlero
NaHHbI K93,

+ B Hagnexawmx cayvyaax npuHMmaeT pewweHnsa oT umeHun K33,
Hanpumep, B SKCTPEHHbIX CUTYaUMAX UM B OTHOLLEHUN HE3Hauu-

MbIX IENCTBUI.
Buue- - BbINONHAET 06A3aHHOCTV NpeAceaaTena B ero/ee oTCyTCTBuE,
npefjcenatesnb + MO0 NPoCcbbe MOXKET BbINOJIHATb AOMOJHUTESIbHbIe 0CObble 3aAaHNA,

TaKMe Kak KyprpoBaHMe 4acTy Nporpammbl fencteunn K33U.
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AAMUHMCTPATOpP - obecneunBaeT agMUHUCTPATUBHYIO NOAAEPXKKY, BKJIOYasA NOAro-
TOBKY JOKyMeHTOB ana K33, coctaBnaeT KpaTkre OTYeTbl O 3ace-
JaHuax K93W gna nposeneHua skcnepTnsbl K33 u ap.

< CMOMOLLbIO NpeacenaTens 1 BuLe-NpeacenaTens nogrotTaBnmBaeT
JOKYMeHTbI AnA 3acefgaHum K33,

*  TOTOBWUT 1N pacCbinaeT I/IHd)OpMaLl,I/IOHHble COO6LIJ,€HVIFI O 3aceaHnAxX
K3aW.

5.A.3 HasHaueHue uneHoB K33 n npopgneHvie YneHCcTBa

I'Ipou,eccm Ha3HauyeHunsa uneHoB K33 v npoaneHna YneHcTea JOJIKHbI ObITb npo3pavyHbIMn N
cnpaBensinBbiMu. B aTux npoueccax AoKHa OTCYTCTBOBATb NPUCTPACTHOCTb, KOTOPAA MOXKeT
npenATcTBOBaTb HE3aBUCUMOCTUN KOMUTETA.

Cpok nosiHomoumnii uneHoB K33W, BKntovas BO3MOXHOCTb MPOASIEHNS YIeHCTBA, AOMKEH ObITb
YeTKO NPOMKMCaH C y4eToM HeobxoaMMOCTY cCobNofeHMA Haanexallero 6anaHca mexay Henpe-
PbIBHOCTbIO HAKOMIEHUSA OMbITa U Ha3HAYE€HNEM HOBbIX YJTIEHOB.

Mpobnema coxpaHeHNA HE3aBMCUMOCTM STUYECKOIN SKCNEPTM3bl Y NOCeayoLEero KOHTPoA
Haj peanu3aunen pacCMOTPEHHbIX MPOEKTOB UCCNedOBaHUA BblABUraeT Ha NepBbli nnaH
BOMPOC yNpaBfieHNsi BO3MOXKHbIMU KOHGIMKTaMU MHTepecoB. [T03ToMy Npu Ha3HaUYeHUMN HOBbIX
yneHoB K33W oHM BOMKHbI 3aABUTb O JIObIX GAaKTUYECKUX U NOTEHLMANBHBIX KOHPMKTaX
WNHTEPECOB, KacaloLwumxcs paboTbl K93, n cornacmtbea 3asBnsTb O JI0ObIX KOHPINKTAX, KOTOpble
MOTYT BO3HUKHYTb BMOCNEACTBMN. TaKme 3asaBeHUA JOMKHbI 0POPMAATLCA JOKYMEHTaNbHO
1 CBOEBPEMEHHO 0OHOBNATLCA. JIMLa, Ha3HAaUYeHHble YneHamn K33, BomKHbI NONYYnTb JOKY-
MEHT O CBOEM Ha3HauyeHuu. 1A H1X OygeT nofie3Ho NoNYyUYnTb MMCbMEHHbIe creunduKkaLmm nx
006513aHHOCTEN, BbITEKAIOLLMX 13 TAKOTO HAa3HAYEHNA.

5.A.4 lMepBUNYHOE 1 HeNpepbiBHOE 0O6pasoBaHune uneHoB K95

YneHbl K33U gomxHbl nonyyaTb HagnexaLlyio 1 He3aBnCMMYI0 NepBOHaYasIbHYIO U MOCNeAYIOLLYIO
MOAroTOBKY, HEOOXOAUMYIO A1 BbINOAHEHNA cBouX GyHKLUMIA B KIDW. NMomurmo obLuelt ana Bcex
UNEeHOB NOArOTOBKYM, HEOOXOAMMO afanTUPOBATb NMOArOTOBUTENbHbIE KYPChbl K MOTPEOHOCTAM
OTAENbHbIX YNeHOB. TakasA NOAroTOBKa AOMIXKHA NPUBOANTDL, B YaCTHOCTU, K YETKOMY MOHUMAHMIO:

i 3TUYECKMX MPUHLMUMNOB U UX NMPUMEHEHMA B OUOMELULIMHCKUX UCCNELOBaHMAX;
ii. MOCTAaHOBKW UCCNIeA0BaHNA U METOJ0OB UCCNIeA0BaHUS; U
iii. MNpaKTMYecKknx aCnekToB MPOBEeAEHNA NCCedOBaHNA.

lNoprotoBKa Takke fOJKHa OTBeYaTb 3aMpocam CO CTOPOHbI YsieHoB K23W.

Mo>keT oKa3aTbCA NOJIE3HON OpraHM3aumnA PerynapHbIX BCTPEY UK KOHPepeHLMn pasHbIX
K33U ana obmeHa onbiToM. Takxke ana K92 6ynet nonesHo BCTpeYyaTbCA C NpeacTaBUTeNAMM
PEerynsaTopHbIX OpraHOB 1 SKCNEPTaMU B KOHKPETHbIX 001aCTAX, CBA3AHHbIX C GMOMEANLINHOIA.
5.A.5 KoHdoupgeHumranbHOCTb

Bce uneHnbl K33U n nepcoHan K33W gomkHbl obpaliatbca ¢ nobon nHdopmaLmen, Kotopas
noctynaet B K93MW, Kak c KoHbumAaeHLmanbHoN. Bce cTOpoHHKE 3KCcnepTbl, NpuUriawaemMble ans
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[aun cBoero 3akiyeHusa ana KI3M oTHOCUTENbHO KOHKPETHOro NpeasioXKeHus no nucce-
[IOBaHMI0, [OMKHbI aHANIOTMYHbIM 06pa3om co6M0AaTb KOHPUAEHLMANTBHOCTb MHOPMaLMK.

Jpyroii acnekT KOHGUAEHLMANBHOCTY KacaeTcA He0H6Xo0AUMOCTN obecneyeHns CBOOGOAHOIO 1
OTKPbITOro 06CyKaeHnA cpeaun uneHoB K93U npu aHanmze npegnoxeHuit. NockonbKy cBo6oa-
HOe 06Cy)KaeHVEe ABMSETCA OYEHb BAaXKHbIM MpY BbiNofHeHM K33W cBovx 06s13aHHOCTEN MO
NPOBELEHNIIO IKCMEPTU3bI, HEOH6X0ANMO CObM0AaTh KOHGUAEHLMANBHOCTb COAEPKAHWA TAKNX
OVCKYCCUI, @ TaKXKe NoaPOoBHOCTEN NpoLecca OLEHKN.

5.A.6 MopgoTueTHOCTb KOOU

K33 ponkHbl 6bITb NOAOTYETHDI yupeamBLLEN NX OPraHU3aLmUm NN KOMNEeTEHTHOMY OpraHy B
COOTBETCTBUM C NMONOXKEHNAMU, U3NTOKEHHBIMW B HALMOHANIbHOM 3aKOHOAATENbCTBE UMW APYTiX
[OKYMEHTaXx, M3[aHHbIX HaLuNOHaNbHbIMM KOMMETEHTHbIMW OpraHamu Uiy opraHv3auuamu.
KomneTeHTHbIN opraH, yupeamsumnin KI3W, nonxeH ybeautbcea, uto K33 dyHKUMOHMpPYeT B
COOTBETCTBUM C MPUMEHMMbIMU MPaBUIAMU.

K33 ponxHbl NpegocTaBnATb JOCTaTOUHYO MHbOPMaLMIO O cBOel paboTe, a UMEHHO — 06
3TMYECKOW 3KCNePTM3e, CONPOBOXKAEHNEM X0a NCCIEL0BAHUA U O APYTVX BUAAX AEATENIbHOCTY,
yupeauBLIeln X OpraHn3auny Uam KOMNeTEHTHOMY OpraHy NoCpeAcTBOM CTPYKTYPUPOBaH-
HbIX HagNeXallyM 06pa3om NepuoanYecKrX OTYETOB, B KOTOPbIX HE AOMIXKHbI PacKpbiBaTbCA
KOoHdUIeHU anbHble AeTanu, KacaLmeca NCcceoBaHUA UM ero yYacTHUKOB. Takre oTyeThl,
B McuepnbiBatoLen popme unm B popme paboyero pestome, AOSXKHbI HAXOAUTHCA B OTKPbITOM
[OCTyne, Hanpumep, Ha Beb-canTe KI3W, opraHm3aumm uam permoHanbHOro KOMMNeTeHTHOro
opraHa.

5.B MeTopabl pa6boTbli
K33 gonkHbl ocyLecTBAATb CBOIO PaboTy B COOTBETCTBUM CO CTAHAAPTHBIMU NpoLeaypamu,
M3N10’KeHHbIMK B YcTaBe 1 PernameHrTe.

5.B.1 YcTaB

YctaB K32, KOTOpbIN OMKeH COOTBETCTBOBATb MPUMEHUMOMY HaLMOHaIbHOMY 3akoHOa-
TeNbCTBY, COCTABAAET OpraHM3aLmna nam NOIHOMOYHbIN opraH, yupexgatowmin K33W. B Yctase
onpefensAnTCcA OCHOBHbIE aCNeKTbl, Kacatowmeca yupexaeHunsa K93, chepbl nx aeAatTenbHOCTH
1 paboTbl. YCTaB fOMKEH HAXOAUTLCA B OTKPbITOM JOCTYMeE.

Mo mepe HeO6XO[J,I/IMOCTI/I, opraHmM3saunma nnnm NMOJIHOMOUYHbIN opraH, BbII'IyCTI/IBLIJI/IIZ YcTas,
AOJIXKHbI €ro nepecmatprBaTb 1 BHOCUTb MOMPaBKU, KOHCYNbTUPYACb NPU 3TOM C K33W.

MNpumep TMNUYHOro cogepaHuna Yctasa K35U npepcrasneH Ha Cxeme 5.4.

Cxema 5. 4 TunnuHoe copeprkaHune YctaBa K35

+  OpraHn3auna navm NOIHOMOYHbIV opraH, yupeamsLwmin K331
« WVCTOUYHMKN PuHaHCMpoBaHMA
- MacwTab gearenbHoCcTH

- XapakTtep pelueHnin K33 - pekomeHaaTeNbHbIN AW lOpUANYECKN 06A3aTeNbHbIN
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YneHcTBO (HeobXOAUMbBIE AUCUUMIINHBI/CNELMANbHOCTU, NPeaCTaBUTENN OOLLeCTBEH-
HOCTU U T.4.)

Mpouenypbl Ha3HaYeHMA YNEHOB U NpeaceaaTens/BuUe-NpeacenaTens
OTBETCTBEHHOCTb YIEHOB 1 aAMUHUCTPATUBHbIX COTPYAHUKOB

MNpouenypa npoaneHna YneHcTsa

YnpaBneHne KOHGNMKTaM1 UHTepecoB™

OO6LeHre ¢ perynaTuBHbIMI OpraHamm

KoHduraeHLanbHOCTb (41eHbl, MepcoHan, Mpurinallaemble CTOPOHHKE SKCNepTbI®)
MpVHUMMbI NPUHATWA PeLLeHNA (KOHCEHCYC, FONTIoCoBaHMe)*

[MopAgoK gencTBUM NP HANMYMN HECOTNACHbIX MHEHNIN*

AQMUHUCTPaATMBHAA NOAAEPXKKa, BKIoUYaa KagpoBoe obecneyeHne n GpopmmpoBaHue
6loaxeTa

Onnara (ecnn I'IpeLl,yCMOTPEHa) ONnA 4YneHoB U npurnatlaemMblX SKCNepToB

Tpe6OBaHVIF| N npuHUMNnbl BEAEHNA N XPaHEHNA OOKYMEHTAUNN, BKJTIOYaA €XerogHble
OTYeTbl 0 geAatenbHoCcTU®

* 0emaJsnu 00s1XHbl 6biIMb NPONUCAHbI 8 PeziameHme

5.B.2 PernameHT

PernameHT 06bI4HO pa3pabaTbiBaeTca K33 1, B Hapgnexalwux cnyyasx, yTBep»aaeTca opraHu-
3aumen Nnn NOSIHOMOYHbIM OpraHoM, yupeamswmnm K33W. B PernameHTe LOMKHO ObITb YKa3aHo,
KaK gomkeH ¢yHKUMoHnpoBaTb K33, utobbl ero paboTa 6bi1a 3¢pdeKkTMBHOM 1 NPO3payHoN.
PernameHT, Kak n YctaB K93, fomKeH HaxXOAUTbCA B OTKPbITOM JOCTYre.

Mpumep TMNUYHOro cogepkaHuna PernameHTta K33U npepcrasneH Ha Cxeme 5.5.

Cxema 5.5 Tunn4yHoe copgepkaHue PernameHTta K351

O6wunin pernameHT

Pacnpe,u,eneHl/le OTBETCTBEHHOCTU npeancenarenad, suue-npeacenartesia n YieHoB
MoaroTtoBKa u npoeeaeHne nneHapHbIX 3acefaHunin, BKIOYasa OTYETDI

Ipyrune aoMMHNCTPaTMBHbIE NPOoLEeaypbl, BKIOYasa BefeHne foKyMeHTauuu (CmotpuTe
pa3gen 5.A.3 - HazHaueHue uneHoB K335 n npopneHne UneHCTBa, a Takxke nogpasgen
5.B.4.2 - CamooueHKa)

Ecnu npumMeHnMo, MeponpurAaTUA MO COMPOBOXAEHMWIO peannsayumn NpPoeKkToB
nccnenoBaHns

TpeboBaHUA K COCTaBNEHNIO EXXEroAHbIX OTUETOB O AeATEIbHOCTM
Mpouenypbl NOAroTOBKM MHGOPMaLUK Ansa oOLLeCTBEHHOCTY
OueHKa MOAaHHOIO Ha PacCMOTPEeHMe NpoeKTa NccefoBaHNA
YNonHOMOYEHHbI 3asiBUTeNb / Gopma 3aaBKN

MopTBeprkaeHMe NonyYeHWA 1 NOMHOTbI CofepXKaHMA 3aABKU 4J1A SKCNePTU3bl UK 3anpoc
ZononHuTenbHOM UHPopmaLuun
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- TlopAnok gencTsnin NP BO3HNKHOBEHMM KOHPNNKTOB MHTepecoB (CMoTpuTe pasgen
5.A.3 - HazHaueHue uneHoB K22 n npogneHne uneHcTBa) Pazgaya matepranos 3asABKN
uneHam K331

- PacnpepeneHue aHanuUTMUYeCKMX 3adaHun (Hanpumep, Ha3HayeHne creumnanbHbIX
[OKNaauMKOB)

. nOpFlﬂOK nonyyeHmA CTOPOHHEro 3KCNepPTHOro 3aK/t4YeHNA
- (CgAsmuc apyrmmun opraHamu, BoBJie4HeHHbIMIM B NpoueCcC OLEHKN NccnefoBaHnA

« Cnocobbl 06LeHMA C 3aABUTENIAMM UM COHCOPAMN UCCNefoBaHUSA, BKoYan nobble
BO3MOXHOCTU BCTPEY C HAMM 10 OKOHYATEIbHOWN OLEHKN

- MMpouecc BbiHeCEHUA OLEeHKM KD, BKNtoUas KBOpPYM Ansi COOpaHuii 1 BCe Npoueaypbl
rosoCcoBaHuA

- [lpoueaypbl YCKOPEHHOW 3KCNepTU3bl

- CopepxaHue n popma npeacTaBneHnsa 060CHOBAHHOTO peLleHNs
«  CpoKu yBeoOM/eHA 3aABUTENA O MPUHATOM peLueHun K335

- TNopapok oTBeTa 3aABMTENA Ha pelueHne K9OU

. nOpFILI,OK pa6OTbI Cc nonpaBkaMu K NpoOTOKONYy nccnenoBaHnA

5.B.2.1 [TneHapHvie 3acedaHus

lneHapHble 3acefaHNs ABNAIOTCA Hanbosiee BaxkHON aeAtenbHocTblo K93W. Ha atux 3acepa-
HUAX uneHbl K33 aHanu3npytoT npeanoxeHnsa no NpoBeAeHNIO UCCef0BaHNA 1 00CyKaatoT
NX 3TMYECKYI0 NpremieMocTb. KaneHaapHbI nnaH 3acefaHun fomkeH 06bABNATLCA 3apaHee,
1y uneHoB K33W ponmxHO 6biTb 4OCTAaTOYHO BPEMEHU ANA TOro, YTOObl NPoaHanM3MpoBaTh
COOTBETCTBYIOLYME JOKYMEHTbI 10 Hauana KaXkoro Takoro 3acefiaHus.

5.B.2.2 HasHayeHue cneyuasibHbix 00K/1d04YUKO8

[lns Toro uTo6bl 06ECMEUNTE KOMMNETEHTHYIO 1 TLLATENbHYIO STUYECKYIO SKCMEPTH3Y, XOPOLLEN
NPaKTUKOWM NOCAYXMWT Ha3HauYeHne OTAeNbHbIX YyneHoB K33 cneumanbHbiMn goknaguu-
Kamu rno COOTBETCTBYIOLNM NpeanoxeHnam. [loknagumkam npegnaraerca npeactaBuUTb CBON
LEeTasbHbIVi aHaNM3 BCEMY KOMUTETY nepef 00CyXAeHNEM NPeanoXeHus, B geane cnegyet
NpeacTaBUTb Ha PAaCCMOTPEHME KPATKUI MUCbMEHHbIA OTYET, KOTOPbIN MOXHO pa3gatbh BCEM
yneHam K33 o 3acepaHus. AHanormyHbim ob6pasom crefyeTt npuriallate CTOPOHHUX SKC-
nepToB A1l MOArOTOBKM KPAaTKUX MUCbMEHHbIX OTUETOB /1A TOr0, UTOObI UX MOXKHO ObII0 Obl
3apaHee pa3gaTb.

5.B.2.3 AOMuHUcmpamueHsie npoyedypol

K33U gomxkHbl pazpaboTaTb aiMUHMCTPATUBHbBIE NPOLeAypbl, MTOCPEACTBOM KOTOPbIX OHU CMO-
ryT OTCNEXMUBaTb JOKYMEHTbI Ha BCEX CTAAMAX NMPOLECca UX PacCMOTPeHNA. ADMUHUCTPATOP
K33W Takke oTBeYaeT 3a MPaKTUUYECKY0 OpraHM3auunio NIeHapHbIX 3aceflaHnii, BKoYas
OTMNPaBKY JOKYMEHTOB, KacaloLMXCA 3acefjaHNiA, 1 COCTaB/IEHVE U PacnpoCTpaHeHNE HPOp-
Mauumm o 3acefaHusX.
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5.B.2.4 ApxusupogaHue 0oKymMmeHmMos

B cooTBeTCTBMM C HaLMOHaNbHbIM 3aKOHOZaTENbCTBOM, KOO fOMKHbI XpaHUTb B apXmBax
OrPOMHOE MHOXECTBO JJOKYMEHTOB. [T0CKOMbKY HEKOTOpbIe 13 JOKYMEHTOB MOTYT COflepKaTb
CEKpeTHYo MHbOopMaLMIo (HanprMep, NePCOoHanbHble AaHHble AN UHPopmaLuio 06 NHTen-
NeKTyanbHOW COBCTBEHHOCTH), O4YEHb BaXHO, UTobbl Y K93 nmenunce cpepctea 6e3onacHoro
XPaHeHUs, BKNoYasa BOSMOXHOCTb XPaHEHMSA B BUAE SNTEKTPOHHbIX apXMBOB, KOTOPbIE AOMKHbI
6bITb 06ecneyeHbl K93W opraHusaumen nam noTHOMOYHbIM OpraHoOM, yupeamswmm K93,

5.B.3 ConpoBoxaeHne TeKyLero nccnefoBaHus

Huxe nprBogsaTca meTogbl paboTbl, KoTopble K33 MOXKeT MpUHATD 4f1A OCYLLECTBIEHNA COMNPO-
BOXK[EHMA NpoeKTa NCccefoBaHnA B NpoLecce ero peanmsayum:

- AHanus neproamnyeckmnx OT4YeToB,

- AHanus neprogunyecknx oT4eToB No 6e3onacHoCTy,

- MexaHu3m gencTeui Npu NosiBNeHn Nioboi cepbesHol MHGOoPMaLK, KacaloLlencsa npo-
BeleHNA VNN NCXOL0B/pe3ynbTaToB NCCNefoBaHuA.

5.B.4 CpepctBa camooueHKn K391

lMoMMMO He3aBUCMMOrO ayauTa UAN MHCMEKLMOHHbIX NMPOBEPOK, OCYLLEeCTBAAEMbIX B Haa le-
Xawwmx cnyvasax (Cmotpute pasgen 5.C — HesaBucumblin ayant pabotbl K33U), KI3U gomxHbl
MNMETb MEXaH13Mbl AN1A NEPUOANYECKON OLIEHKM KayecTBa cBoei paboTbl 1 GyHKLNOHMPOBaHNKA
C LeNnblo HaXOXAEeHNA BO3MOXKHOCTEN YCOBEPLIEHCTBOBAHMSA.

TunnyHble cpencTtBa CamooueHKNn:

- CBobopHasa anckyccms cpeam uneHos K93 B yKazaHHOe, cneLluanbHO OTBEAEHHOE BpeMs
Ha NyieHapHbIX 3acefaHnAxX

- [NogroToBka 1 0b6cyxaeHne exxerogHbix oT4eToB K33U
— 3anoJsiHeHMe 1 OLieHKa aHKeT No camooLeHKke K33
- CTpyKTyprpoOBaHHble 3aaHus, HaLlenleHHble Ha caMooLeHKy K33

5.B.4.1 Obcyx0eHue

K33W nepuopunyeckn JoSXKHbl yaensaTb Bpemsa cBOOOLHOMY OOCYXAEHMIO CBOUX METOAOB
paboThbl, B npouecce KOTOPOro uneHbl K33W noowwpatoTcs K 03BYyUMBaAHMIO N0ObIX Npobnem u
BHECEHWIO MPeASIOKEHNI NO yNyyLieHnto GyHKUMOHNPOoBaHUA KIIU. OdurumanbHbI TPEHUHT
MOKET yNyuLinTb GyHKUMOHMPOoBaHue K33W. CocTaBneHne exkerogHbIX OTYETOB Tak»Ke MOXeT
6bITb MONe3HbIM AN1A HepopPManbHOI camooLeHKN K33, Hanprmep, B OTHOLLIEHMI KONIMYeCTBa
paccmaTpurBaeMbIX MPOEKTOB NCCNeA0BaHNA.

5.B.4.2 CamooueHKa

B nomolb K33 6b1n10 pa3paboTaHO HECKONBKO MHCTPYMEHTOB /11 CAMOOLIEHKM, B OCHOBHOM
— NOCPeACTBOM CAaMOCTOATENIbHOIO MCMOJIb30BaHMA aHKET, KOTOpble MOTYT 3anoIHATbCA Kak
oTaenbHbIMKU YneHamn K33, Tak n K39U B uenom. lNMepuognyeckoe ncnonb3oBaHme Takmnx
aHKeT MOXeT obecneynTb NosyyeHne LeHHbIX 0630pOB U Of0OPEHUI BUAOB AeATENBHOCTY
K32W, Takke OHM JaloT AONOMHUTENbHYI0O BOSMOMXHOCTb AJ/1A BbICKa3blBaHA HOBbIX UAEN U
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npeanoXeHUn no ynyyweHuo. Kpome Toro, BCe Yalle UCNOMb3YTCA CTPYKTYPUPOBaHHbIe
3aflaH1A No CaMOOLeHKe, NpefycMaTpuBaloLne yyacTme CTOPOHHUX SKCNepPTOB, ANs 3TOro
MOKET NOHAA0OUTLCA NX CrieynasnibHoe BKoYeHMe B OloaXeT opraHm3aumnei nim nosiHoMou-
HbIM OpraHoM, yupeaumsLumm K33U.

5.B.5 O6meH ¢ gpyrumn opraHu3sauamm

K33 ponxeH noafepkmsatb Hagnexalyme KOHTaKTbl U OCyLLeCcTBAATL 06MeH nHdopmMaLmen
C ApYrMy COOTBETCTBYIOLLMMY OpraHaMu, KOTopble MPUHUMAIOT yyacTue B aHanuse, Bbigaye
pa3peLleHnin 1 MOHUTOPUHIE NPOEKTOB UCCNIeOBaHUA Ha PErMOHaNbHOM, HALVIOHANbHOM 1
MeXOyHapoAHOM YpPoBHe. Takre KOHTaKTbl CTUMYUPYIOT rapMOHM3aLMNio CUCTEMbI STUYECKON
3KCMepTu3bl B OTHOLIEHUMN STUYECKMX 1 NpoLedypHbiX cTaHhapTos. ObmeH nHpopmaymen
TaKXe No3BONAET onpefenAaTb HayyHble TEHAEHUUN U paclnpATb 0CcBefoMIeHHOCTb K39U
0 pe3ynbTaTax UccnefoBaHnii, KOTOpPble MOTYT MMETb OTHOLLEHME K UX paboTe. TakKe MOXHO
06MeHMBaTbCA UHPOPMaLMEN O PEryNATOPHbIX JOKYMEHTaxX 1 PYKOBOACTBAX, U O BO3MOMHO-
CTAX NOBbILEHNA KBanudukaumm ana K93, Kpome Toro, o06MeH 3HaHUAMM MOXKET 06ecrneynTb
BbIAIBNIEHME Ha PaHHel CTain STUYECKN COMHUTENbHOW NN HENPUEMNEMON NccefoBaTeslb-
CKOW geAaTenbHOCTN.

5.C HesaBucumbin aygut pa6otbl K33U

Ha HaumoHanbHOM 1 Ha MeXXAyHapOLHOM YPOBHAX Bce Honblle BHUMaHUA yaenseTca obe-
crieyeHmto Toro, Utobbl aeatenbHOCTb K33 cooTBeTCTBOBANA HaMBbICLINM N3 BO3MOKHbIX
CTaHZapTaMm B NylaHe 3alunTbl y4aCTHUKOB UCCNEefOBaHNIA 1 COOOLLECTB, U3 KOTOPbIX OHU HAabW-
patoTca. B aToM €BA3M He3aBUCUMbIN ayauT K33/ moxKeT caenaTb BaXkHbI BKNaj B KauecTBO
3TUYECKOWN 3KCNepTM3bl MyTEM CTUMYNUpPoBaHUA K33 K pa3BuTuio cTaHaapTU3NPOBaHHON
NONNTUKK 1 NpoLeayp, YTO MOMOXKET 0becneynTb CornacoBaHHoOe NpYMeHeHNe STUYECKUX
NPUHUMNOB. He3aBrCUMMbIN ayauT Takxe ABNAeTCA CpeCTBOM MPOBEPKY TOro, cobnogaeT nu
K33 1y nonntuky 1 npoueanypsbl, KOTOpble MM 3asaBNeHbl Kak MPYMeHsAoLWnecs.

BHewWwHM ayanT 06bIYHO COCPEOTAUNBAETCS HA TaKMX NpobsiemMax, Kak YIeHCTBO B KOMUTETE,
ornepauroHHble Npoueaypbl 1 JOKYMEHTaLMA NO 3acefaHuAM. AyauTopbl MPOBEPAIOT, ABNA-
0TCA NN HaANeXaLWMMM CTPYKTYpa 1 cocTaB K33 ¢ yueTom KonmyecTsa 1 CyTU NCCNIe0BaHNNA,
KOTOpble NPOBOAATCA B COOTBETCTBYIOLLEN OpraHmn3aumn/pernoHe; ectb nu B K33W Hagnexa-
Lan cucTema ynpanieHna 1 onepaLyoHHbIe NpoLeypbl; KPOMe TOro, ayaAuTopbl NPOBEPAIT
CBOEBPEMEHHOCTb aHa3a NPOTOKOJIOB C yYeTOM YCTaHOBJIEHHO NpoLeaypbl; aieKBaTHOCTb
1 30 GeKTUBHOCTb YBEAOMIEHUA UCCNIefOBaTENEN® O MPUHATBIX PELLEHUSAX; a TaKXKe ABNATCA
NV HagneXkallen NpakTrKa BeAeHNA N XPaHEHWA JOKYMEHTaLNN.
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6. HezaBncumasn sTnueckas skcnepTmsa
nccnenoBaTesibCKUX MPOEKTOB

6.A O6wan nHpopmauus

B nepByto ouepenb, No Kaxaow 3asske K33 fonxeH yCTaHOBWTb CBOKO MPaBOMOYHOCTb B COOT-
BETCTBUM C HaLMIOHAJIbHbIM 3aKOHOAATENbCTBOM B OTHOLLEHUN PAabOTbl C AaHHbIM 3aABUTENIEM
1 pacCMOTPEHUA NPeASIoXKeHNA NO NPOBEeAEHUI0 AaHHOTO nccnefoBaHusA. Ecnu Het, To cnepyet
HanpaBuWTb 3aABUTENA B COOTBETCTBYIOLUNIA KOMMETEHTHbIN KI3W.

Ecnn K95U aBnsieTcss KOMNETEHTHBIM, CNIEAYIOWUM LAarom Heobxoanmo ybeanTbcs, 4To 3anBu-
Tesb WK ero/ee ynonHOMOYEHHbIN NpeAcTaBuUTeNb MeeT NPaBo NofaBaTb NpeanoXeHne Ha
paccmoTpeHue. [NpaBo Ha Nogayvy 3asBKU MOXET ObITb Pa3HbIM, B 3aBMCUMOCTM OT TUMa Uccre-
AOBaHMA. na KNMHNYECKUX NCCe[OBaHNI IeKapCTBEHHbIX NpenapaToB®, B COOTBETCTBUN C
OnpekTtneon 2001/20/EC, 4aCTo MMEHHO CMOHCOP* nccnegoBaHUA ABNAETCA YNOTHOMOYEHHbIM
3aABUTENEM.

B HeKkoTOpbIX rocyaapcTBax, B npouecce NPUHATAA PeLLeHWIA B OTHOLLEHMM NPOEKTOB ncche-
[OBaHWI yyacTByeT HaLMOHaNbHbIX KOMMETEHTHbIA OpraH, Hanpumep, MUHUCTEPCTBO UK
perynatopHblii opraH. B aTom cnyuyae Heobxogumo cobntofatb B3anmonencTame mexay K331
1 HaLMOHasbHbIM MOSIHOMOYHbIM OPraHOM B COOTBETCTBUM C HaLMOHasIbHbIM 3aKOHOAATe b-
CTBOM, C YY4ETOM XapaKTepa NpeasioxKeHns no NpoBeAeHmIo NCCieOBaHUA.

6.B MNopaua saaBkn

3asBKa fosKHa ObITb MOAaHa B NMMCbMEHHOW popMe ¢ yKazaHnem aatbl. KI3U gonxkeH npuHu-
MaTb 3aABKM, MOAAHHbIE HAa PAaCCMOTPEHME B 3/IEKTPOHHON popme. KD nomxkeH noareepanTb
noJlyyeHmne 1 YCTaHOBUTb NpoLefypbl COOM0AeHUs KOHOUAEHLUNANbHOCTN MOLAHHOIO Ha pac-
CMOTPEHME NPOEKTa UCCNefoBaHms. B popme LOMKHO ObITb yKa3aHO Ha3HAYEHHOE KOHTAKTHOe
NNLO, OTBETCTBEHHOE 3a NEPENUCKY 1 peLleHue oObiX BOMPOCOB, KOTOPbIE MOTYT BO3HUKHYTb
y K331.

K33 pnonxeH yooCTOBEPUTBLCS, UTO 3asiBKa COOTBETCTBYET BCeM TpeboBaHuAM KIOU n Tpe-
60BaHMAM, NPeAYCMOTPEHHbBIM 3aKOHOM. Mpy NepBOHayYanbHOM TLATENbHOM PAaCcCMOTPEHUN
Heo6XoANMO YOeauUTbCS, UTo 3asBUTENb BKIIOUNI BCE JOKYMEHTbI, HEOOXOAVMbIE A4S STUUECKON
3KCMEePTM3bl MPEAJSIOKEHNA NO NPOBEAEHMIO NCCNeA0BAHMS (CMOTPUTE HUXKe 1 Ha Cxeme 6.1).

Ecnn Bce TpeboBaHUs K nofaye 3asiBKU Ha paccMOTpeHune cobnoaeHbl, KI3U gonkeH npovH-
bopMMpoBaTh 3as8BUTENA O Hauase npoLecca oueHKW. Hbopmauus fomKHa BKIIOYATb OXN-
LAaeMble CPOKM SKCMEePTU3bI 1 YKa3aHMe Ha BO3MOXHOCTb TOr0, YTO B Cllyyae ecsiv noTpebytoTcs
LOMNOJSIHUTENIbHbIE JOKYMEHTbI UK onpefesieHHas UHPopmMaLns, CPoKu ByayT COOTBETCTBYIO-
LW1m o6pa3om nepecmoTpeHbl. Takxke B MHGOPMaLMK AOMKHO ObITb YETKO YKa3aHo, YTo ecn
3aABUTENb ByaeT npurnalleH Ana AMYHOro o6CyKAeHUs NPeasIoKeHNs, OH AN OHA He ByayT
NPUHUMATb yYyacTue B NpoLefype BbIHECEHMSA OLEHKM.

Korga K93 cobupaetca ana aHannsa npeanoxeHui, uneHos K32 cnegyeT nonpocuTb 3adBUTb
0 NoObIX KOHPNIMKTAX MHTEPECOB B OTHOLLEHUW PAacCMaTprBaembix 3asaBokK (CmoTpuTe Pasgen
5.A.3 - Ha3zHaueHwne uneHoB K39 v npoaneHne uneHcTBa). Takre yneHbl He JOMKHbI y4acTBO-
BaTb B 0OCYJEeHNN COOTBETCTBYIOLLMX 3aABOK U He AOMKHbI MPUHMMATL yyacTue B npoLecce
BbIHECEHUA OLIEHKN.
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6. Hezasucumasa smuyeckas Kcnepmusa uccedosamesibCkux npoekmoes

6.C Undopmauuns, npegoctaBnaemasn B K331 n nusyyaemas nm

Ha Cxeme 6.1 npuBeaeHa NHPopmMaLusa, KoTopasa Heobxoanma K9OW ona npoeeaeHusa sKc-
nepTM3bl; OHA MOXET ObITb A4ANTUPOBAHA C YUYETOM XapaKTepa NPeasIoKEeHNs No NPOBEAEHMIO
nccnenoBaHus.

Cxema 6.1 OnucaHmne npoeKrta

YyacTHMKK, cornacre n nHpopmauma

Ims rnaBHOro nccnegoBartensa®, KBaJ'II/Id)VIKaLl,VIFI 1 OMbIT UccnegoBaTenen®, v, B COOTBET-
CTByOWMX CJ1yyaax, nyo, OTBETCTBEHHOE 3a OKa3aHne KIMMHNYECKOW MOMOLLN y4yaCTHNKamM

MnaH ¢puHaHcMpoBaHUA

Llenb n 060CHOBaHUe ncanegoBaHMA Ha OCHOBE CaMOro nodiegHero aHaam3a Hay4Hbix
0OKa3aTeNbCTB

3aI'IJ'IaHI/IpOBaHHbIe MeToAbl L npouenypbl, BKAO4YaA MeToAbl CTaTUCTUYECKOIO aHalI3a
n opyrne aHaimtnyeckme MeTtogunkn

Moapo6Hoe pe3toMe NPOEKTa, N3N0KEHHOE NPOCTbIM A3bIKOM

3aaBneHue o PaHee nnn napannesibHoO NoAaHHbIX Ha PaCCMOTPEHME NPOEeKTax nccneno-
BaHUM A5 OLEHKW UNw noJly4YeHuA paspelueHnaA, n pesynbraT X pacCMOTPEHUA

O60cHOBaHMeE BKIIOUEHNA NIOAEN B KauecTBe CyObeKTOB B MCC/IefoBaHNe
Kputepun BKNOUEHNA/NCKNIOUYEHNA YYaCTHIKOB NCCeoBaHMSA

B Hagnexawmx cnydasnx — MeTof paHLoOMU3aL MK

Tvn nccnepgoBaHWA: OTKPITOE, MPOCTOE CIENOoe UKW ABOVHOE Cliernoe
Mpoueaypbl 0T6OPa 1 BKIOUYEHUS B CCIIEA0BaHN

MPWUNHBI BKIKOYEHWA UITN HE BKITIOUYEHWA KOHTPOSIbHbIX FPYMN B UCCeA0BaHMe, BKOYan
060CHOBaHMe 414 UCMNOoNb30BaHUA niauebo

Bo3pelictBure, KOTOpoMy GyaeT noaBepraTbCs KOHTPOJbHAA rpynna

OnuncaHue CYyTUN U CTENEHWN OXKNOaeMbIX PUCKOB, KOTOPbIE MOXKET NOoBJ1€Yb 3a cobon y4a-
CcTne B nccnegoBaHmMm

CyTb, CTeENEHDb N NPOAOTKUTENDBHOCTb NpeasiaraeéMbiX BMeLlaTeNbCTB* B opraHn3am, geTalb-
HaA VIH(I)OpMaLWIFI o nobon Harpyske, CBfA3aHHOW C nccnegoBaHNEM

Mepbl KOHTPONA, OUEHKN 1 p€armpoBaHA Ha HeENpeaBuaEHHbDbIE 006CTOATENBCTBA, KOTO-
Pbl€ MOT'yT OTPAa3UTbCA Ha HACTOALLEM NN 6ynyu.1eM 340pOBbe y4aCTHMKOB UCCiefoBaHnA
W/Vinn Ha nuuax, Ha KOTOPbIX MOBNVAET nccnegoBaHme Ujin ero pesysibtatbl

Bpema npeactaBneHna n getanbHoe onvcaHe NHopmauum ana npegnonaraembix
YYaCTHMKOB UCCNeA0BaHNA, BKOYaA Npefnaraemble cnocobbl NpefoCcTaBneHnsa AaHHON
MHbopMaLun

JlokymeHTanbHble nnu nobble BU3yanbHbIE U MHbIE MaTepurasbl, KOTOPbIE MaHNPYeTCs
MCMNONb30BaTb ANA MOJyYeHUA COMNACKA, UK, B CJiyyae Nnu, HeCnocobHbIX AaTb CBOE
corniacve — paspelleHnsa Ha yyacTve B UCC/ieOBaHNN

Mepbl fns rapaHTMpPOBaHNA cObM0AeHNA HEMPUKOCHOBEHHOCTM YaCTHOM XMU3HM yJacT-
HWKOB 1CCNefOBaHUSA, U FapaHTMPOBaHKA KOHOUAEHUMANbHOCTY NEPCOHANbHbIX faHHbIX
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- TNopanok AeincTuii B OTHOLWEHNM MHGOPMALMK, KOTOPAsA MOXET ObITb NONyUYeHa B Xxofe
NCCnenoBaHnA U KOTOpas MOXET MMETb 3HaueHne 4NA HacToALero unu byayero 3go-
POBbS YYACTHUKOB U [/151 UNIEHOB KX CEMEN

. I'Ipennomeva MO OKa3aHMo MeAULVIHCKOW MOMOLLM NMOC/ie OKOHYaHUA NpoeKTa ncaie-
AOBaHUA, BKJTIOYaA OOCTYMN K BO3MOXKHOMY B pe3yJibTaTe nccneoBaHUA nevyeHnto

JononHuTenbHas nHdopmaLma

- OnuncaHune cpepcTs/nomelleHnIA, KoTopble 6yayT NCNONb30BaTbCA ANA NpoBefeHuA
nccnenoBaHus

- [HeTtanbHasa VIHd)OpMaLI,I/Iﬂ no BCEM MnpefniaraemMbiM BbiMnJlaTaM U BO3HarpaXxaeHmMAaAm 3a
ydacTtme B nccnegoBaHnm

- [HeTanbHas I/IH(I)OpMaLI,VIFI 0060 BCex 06CTOATENbCTBAX, KOTOPbIE MOTyT NPUBECTN K KOH-
(I)ﬂVIKTy MHTEPECOB N KOTOPbIE MOTYT NOBJ/INATb HAa HE3AaBUCMOCTb Cy)K,quVIVI ncaneno-
BaTenen*, BKntouyasa meguUmnMHCKoe Ha6ﬂIO,U,EHVIe Y4aCTHUKOB ncciieqoBaHuA

- HeTanbHaa nHdopmaLma o Nobbix NpeArnonaraembix, NOTEHLUMANbHbIX BapUaHTax aasib-
HeWLwero NCnosib30BaHUA, BKOUYas KOMMepUYeCKoe UCMOoJIb30BaHNe, pe3ynbTaToB Uccre-
[AOBAHUS, APYIMX AAHHBIX, COBPAHHbIX B MpoLecce NccnefoBaHns, UM 6MoNornyeckmx
o6pa3LoB

- DeTtanbHaa nHbopmaLma 060 BCex OCTalbHbIX 3TUUYECKUX NPo6eMax — N0 MHEHUIO
nccnepoBaTtena®

«  [etanbHaa nHdopmauma o NtoGON CTPaxoBKe UM KOMMNEHCcaLUK AnsA NOKPbLITUA Bpeaa,
BO3HMKAlOLLEro B KOHTEKCTE NpoeKTa Ucc/ieoBaHNsA

6.C.1 OnucaHune npoekKra

3anBKa fOMKHa cofepaTb MHGOPMaLMIO, LOCTAaTOUHYIO AnA Toro, ytobbl K33 mor nposecTtu
TWATeNbHbIN aHanm3, B 3aABKe AOSKeH OblTb UETKO YKa3aH rfaBHbI uccnegosaTenb® nnm
nccnenoBaTtenb-pykoBoguTenb. [py COBMECTHOM rMccnefoBaHUn, apyrue nccnegosarenmn®
LOJIKHbI NepefaBaTh BCO COOTBETCTBYHOLLYI0 MHPOPMaLMIO Uepes rMaBHOro nccneposatens®,
KOTOpbI 6yAeT OCHOBHbIM KOHTaKTHbIM nuuom ansa K33W. K93 nonkeH ygoctoBeputbCa, 4to
BCe nccnegoBatenn® obnaaaloT Hagsexallen Ksannoukaumnen.

K33U ponmxeH yaenaTtb 0coboe BHUMaHVe HayYHOMY 060CHOBAHMIO NPeAJSIOKEHHOrO Uccneao-
BaHMA. OTa MHbOPMaLUA ABAAETCA OUYEHb BaXKHOW 1A TOro, Ytobbl K33 Mor He gonycTtutb npo-
BeAEeHNA HeHaanexallmx nccnenobaHuii. Ocobyio BaXKHOCTb MEIOT cMcTeMaTuyeckune o63opbl*
pe3ynbTaToB NCCIEA0BAHNN, KAaK Ha KMBOTHBIX, Tak 1 Ha NloAsX, 1, ECNIV NPUMEHKMO, obbeaun-
HeHue TaKknx pe3ynbTaToB NOCPEeACTBOM CTaTUCTMUYECKOro MeTa-aHanu3a*. lMpegnaraemble
MEeTOZbl 1 NpoLeaypbl UCCNefoBaHNA LOMKHbI ObITb ONMCaHbI JOCTAaTOYHO NOAPOOHO, YTOOLI
K33W mor cocTtaBuTb MHeHMeE O TOM, OyAyT M OHW MOABEPraTb YYaCTHUKOB KakoMy-nbo
HeHaanexallemy pucky — Hanpumep, eCiv 3anjaaHMPOBaHO NPUMeEHeHUE papMaKOIOrnMyecKu
aKTMBHOrO BellecTBa, K93 fonxeH nmeTb AOCTaTOYHO MHPOPMaLMM O ero 6e3onacHoOCTH 1
bapmaKonornyecknx 1 TOKCMKONOrMYeCKNX CBOMCTBAX.

Tp66OBaHVIe, npegycmatpuBarollee npencrtaBneHne BCECTOPOHHENO pe3tome ncanefoBaHuA,
V3M0XEHHOIO MOHATHBIM A3bIKOM, SIBASIETCS 0COOEHHO BaXKHbIM HE TOJIbKO onAa Toro, yTOObI
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0o6nerynTb NOHMMaHWe UCCNefoBaHNA NPeaCTaBUTENAMY OOLWECTBEHHOCTHY, ABAAOWNMUCA
yneHamy K33U, HO TakXe 1 ana Toro, Ytobbl 06ecneunTb afekBaTHOE NOHVMAHKE APYruMm
yneHamu K33, KoTopble MOryT 6biTb HE3HAKOMbI C HEKOTOPbIMY acreKkTaMy paccmaTpuBae-
MOFO 1CC/IeqoBaHus.

BakHO, uTo6bI K93W 6b151 NOCTABNEH B M3BECTHOCTb O NPEALLECTBYIOWMNX UKW NMapasieNibHbIX
PacCMOTPEHNAX MPOEKTa NCCNENOBaHMA, @ TaKKe O pe3yfbTaTax TakMX PacCMOTPEHUI, eCciu
OHW n3BecTHbl. Hanpumep, ecnu gpyron K33U yxke oTKnoHun npegnoxeHne, Hosomy K334
HeobXoaMMO 3HaTb 06 3TOM, UTOObI YCTAHOBUTL, ObINN NV BHECEHDBI U3MEHEHUS B MPeasioxKe-
HVe B OTBET Ha 0OOCHOBAHHbIE 3aMeUaHuA, UK XKe UCCNefoBaTeNnn® NpocTo «noablCKMBaoT
BapVaHTbI» B HAgeXxae HauTu gpyron K93, KoTopbii facT 6onee 6naronpusTHoOE 3aknioyeHue,
WK, BO3MOXHO, BbIHECEHHOE paHee oTpuLaTesibHoe pelleHne 6b1s10 HE0OOCHOBAHHbIM MO
KaKUM-NN60 NprUYnHaM.

6.C.2 O60cHOBaHe NPOBeAeHUA NCCNIE[0BAHNA C yYacTeM Nilogen

3aABUTENN JOMKHBI 060CHOBATD, MOYEMY OHM NPeAaraoT NPOBECTU NCCefoBaHMe C ydacTieM
niopein. K33M gonkeH yaoCTOBEPUTBLCS HE TOSTIbKO B TOM, YTO KOHEUHOW LieNblo UCCefoBaHNA
ABNAETCA ynyyleHmne 380poBba nogen (CmoTpuTe May 2 — BBegeHWE), HO TakXKe 1 B TOM,
UTO TaKue pe3ynbTaTbl He MOTYT O6biTb 06OCHOBAHHO MOJyUYEHbl APYTUM MyTEM, HanpuMep,
nocpeacTBOM MaTeMaTMYeCKoro MOAENNPOBAHMA UM NCCIeA0BAHUA HA XKNBOTHbIX. TakxKe
NOrNYHO, uTo K33 He foNKeH AaBaTb pa3peLleHe Ha NHBA3MBHbIE METOAbI CC/Ief0BaHMS,
€C/IV HEMHBAa3VBHbIE METOZbl MOTYT ObITb TaKMMMU e 3PGEKTUBHBIMMA.

6.C.3 Kpntepum BKNOUYEHUA N NCKITIOYEHNA

OnpepeneHune KonnmyecTsa CyObeKTOB MCCIIeAOBaHME JOMKHO 3aBMCETb OT MPOEKTA, C YYETOM
CTAaTUCTMYECKMX COOBpakeHUN. MoaxoaaT N onpefeneHHble KaTeropun Noael oA yyactus
B MICC/lefoBaHMK, OyaeT 3aBrCeTb OT An3aliHa cciefoBaHus. 3aaBUTENN AOMKHbI 060CHOBaTb
npegnaraemble MU KPpUTEPUUN BKOYEHUA U UCKTIOYEHUA. DTO NOMOXKET He AONYCTUTb BKIIO-
YyeHMA HeHagexalluumx 1y (Hanpumep, NpoBeaeHe NCCNeAoBaHMA Ha NOAAX, HECMOCOOHbIX
JlaTb CBOE cornacue, eCiiv UCC/iefoBaHNE MOXKET OblTb MPOBEAEHO Ha JIAAX, CMOCOOHbIX AaTb
cornacue), a Takxe 3alNTUTb OT HEHAANEXallero UCKNYeHna (Hanpumep, No NoOJ0BOMY
Uy BO3pacTHOMY Mpur3HaKy). O60CHOBaHHbIE KPUTEPUM UCKITIOYEHNA MOTYT ObiTb CBA3AHbI,
Hanpumep, C XapakTepom uUnu ctaguen 3abonesaHus UM CONyTCTBYOLEN MeANKAaMEHTO3HOM
Tepanuvei, KOTopaa MOXeT 3aTPYAHUTb UCCNieloBaHUe nccnegyemoro npenaparta. C ocobbiM
BHUMaHMEM HY>KHO OTHOCUTbCA K »KEHLLMHAM penpoOaYyKTMBHOIO BO3pacTa, HO YacToe NosiHoe
VICKITIOUYEHME XeHLWNH U3 NCCiefoBaHui B NPOLLIOM NPUBENO K HeJOCTaTKy 3HaHWI O BANAHUN
Ha3HaYaeMou Tepanmn Ha »KEeHLWWH C MOTEHLMAIbHO ONAaCHbIMW MOCNeACTBUAMMN.

6.C.4 3popoBble f,06pPOBOJbLbI

bromegnumMHckue nccnegoBaHuA MOTyT NPOBOAUTbCA Ha 340POBbIX NIOAAX, Hanpumep, (I)I/I3I/IO-
nornyeckne nccnegoBaHnAa, nccnegoBaHAa BakumH (KOTOpre, 6y,quW| I'IpOd)I/IJ'IaKTVI‘-IECKVIMVI
cpencrteamu, 06bIYHO BBOAAT 340POBbIM NOAAM) U NCCNIefoBaHNA Mo onpeneneHnto 6e3onac-
HOCTN N d)apmaKonormquKoro I'IpO(I)l/IJ'IH NOTeEHUMaNbHbIX HOBbIX MPENapaTtoB. Viccnepgoartenu,
MJlaHUpywuwmne BknoyeHme B ncaiegoBaHne 340P0BbIX ,ﬂO6pOBOJ’IbLIEB, OOJXHbl CO6J'I}OJJ'aTb
o6u.w|e 3TNYeCKne npmHuumnbl npoeegeHnA 6VIOMe,ﬂVILI,VIHCKVIX nccnenoBaHUM. Kpome TOro,

33



6. Hezasucumas smuyeckaa 3Kcnepmu3sa uccnedosamesibCKux npoeKkmoas

K33 foneH yoocToBeprTbCS, UTO NCCIIeJOBaHME NOBNEYET He 6onee yem nprmemnemblii puck
1 NpremniemMyto Harpy3Kky A Takux y4acTHUKOB. [1o nprynHam 6e30nacHOCTY peKoMeHayeTcA
OrpaHMuMBATD YNCIIO YYACTUN KaX[oro OTaeNnbHOro Jo6poBosibLa B UCC/IeOBaHUSAX.

Kpome Toro, uccnegoatenn® gomkHbl okasatb K335, uto oHn npegycmoTpeny npoueaypbl
NoATBEPXAEHMA TOro, UTO A0OPOBOSIbLbI ABAATCA 340POBbIMY 1 NOAXOAAT 4SSl BKIOUYEHUA
B UCCNefoBaHMEe B COOTBETCTBUM C 3apaHee onpeesieHHbIMU KpUTepuamMn — Hanpumep, ana
NccnefoBaHWi NeKapCTBEHHbIX CPeACTB HEOOXOAMMO YCTaHOBUTb, eC/iN NN Y f06poBONbLa
KaKana-nnbo anneprus uam nosyyan v oH paHee BelLecTa, GapMaKoormyeckn poacTBeHHbIe
nccnepgyemomy Bewlectsy. K93U ponxeH yaenatb ocoboe BHUMaHVEe afeKBaTHOCTU YCNOBUIA
nccnefoBaHnA U MeQULIMHCKOro HabnogeHua aAna yyactHMKoB. MiccneposaHuma Ha gobpo-
BOJIbLIaX YaCTO NPOBOAATCA B BbIOPaHHbIX 4151 STUX Lieneli NoMeLleHnAX He Ha 6a3e 60bHMLbI,
HO, TEM He MeHee, NPV 3TOM JOJXeH ObITb obecrneyeH JOCTYN K OKasaHUO MeanLMHCKON
NMOMOLLM Hagnexallero ypoBHs, 0COOEHHO B SKCTPEHHbIX criyvasx (CmoTpuTe pa3gen 6.C.15 -
be3onacHocTb 1 HabnoaeHne). K33 Tak»ke AO/MKeH TlaTelbHO pacCMOTPETb Ntobble npeana-
raemble BbIMaThl UMM BO3HarpaxaeHusa ana goobposonbues (CmoTpuTe pasgen 6.C.22 — Onnata
1 BO3HarpakaeHus, 3anlaHNPOBaHHble B KOHTEKCTE UCC/IefOBaHNS), YTOObI rapaHTUPOBATD,
YTO HeHajsieXkalllas onJiata WM BO3HarpaxaeHne He NPUBMEKYT Nitogel NPOCTo Kak cnocob
3apaboTatb AeHbIN.

6.C.5 O60cHOBaHMe Hannuunsa KOHTPOJIbHO rpynnbl

3auacTyto AnA NonyyYeHUs HaJeXHbIX OKa3aTeNbCTB BaXKHO MMETb BO3MOMXHOCTb CpaBHeHMA
3¢ deKkToB HOBOro Metofa ¢ 3dpdeKkTaMm KOHTPOSIbHOIrO MeTofa Y YUYaCTHUKOB, OTOBPaHHbIX
13 TOW e camoi NonynAumnn. 3To NPUHLMMI CPaBHEHUSA «NoJo6HOro ¢ NofO6HbIMY», KOTOPbI
aBnaeTcA GyHAaMeHTanbHbIM ANA NONYyYeHUA HEUCKAXEHHbIX pe3ynbTaToBs. [lo3Tomy 3assuTenm
[OJKHBI YKa3aTb MPUUMHbI BKITOUYEHNA KOHTPOJbHBIX TPy, Unn, B 0CO6EHHOCTM, NX OTCYT-
CTBUA, HApAZY C AeTanbHOW nHbOpMaL et 0 NpegnaraeMom MeTofie KOHTpons. K yyacTHuKam,
pacnpefeneHHbIM B KOHTPOJIbHYIO FPYNny, JOMKEeH NPUMEHATLCA NPOPUNAKTUYECKNIA, Ana-
FTHOCTUYECKNI U TepaneBTUYECKNIA MeTO C AoKa3aHHOWN 3¢ deKTUBHOCTbI0. [pumeHeHMe
nnauebo B KauecTBe MeToa KOHTPOJIA BO3MOMHO TOJIbKO B CTPOrO OnpefeneHHbIX YCIOBUAX
(cmoTpuTe panee).

6.C.6 NpumeHeHne nnauebo

Mnaue6o — 3To UHePTHOE BeLLeCTBO UK MMUTaLUSA Npoueaypbl. Bronornyeckn nprMmeHeHve
nnaue6o aHanornyHoO OTCYTCTBUIO BO3AeNCTBMA. OfHAKO CyLLeCTBYIOT HayUYHble AOKa3aTebCTBa
TOro, YTo Nnaue6o B HEKOTOPbIX C/TyYanx MOXKET AaBaTb 3GdeKTbI, CXoAHble € 3ddeKTamm neve-
HUS, MPUYEM KaK B OTHOLLEHMM MOJIb3bl, TaK 1 B OTHOLIEHUN HeXenaTeNIbHbIX peakuuii — 3To
ABNEHME N3BECTHO KakK «3¢ddeKT nnauebo».

Kak oTmeuanoco Bbille, Nnauebo MOXHO NPUMEHATb B KauecTBe METOAA KOHTPOJSA TONbKO B
CTPOro onpefeneHHbIX YCIOBUAX, @ UMEHHO, €C/IN OTCYTCTBYIOT METOAbI C AOKa3aHHON 3ddek-
TUBHOCTbBIO WUJIN €CNIN OTKa3 UK BO3LEePKaHNe OT MPUMEHEHUS TakKUX METOLOB He BfieYeT 3a
coboli HenpreMneMblin pUCK nnu Harpy3ky. CnegoBatenbHo, K33U fomkeH yaensaTb NOBbILWEeH-
HO€ BHMMaHMWE B OTHOLLEHU OXNAAEMOTO PUCKA U HAarpy3Ku. HuKakune gpyrve npuumnHbl He
ABNAOTCA STUYECKM NPUEMIEMBIMMN.
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ITUYECKM HENPUEMIIEMOW MPUYMHON NPOoBeAeHMSA NaLebo-KOHTPONUPYEMOro NCCieloBaHNA
BMECTO BKJTIOYEHWA KOHTPOJbHbIX FPYMM, KOTopble Obl NoflyYanu cCTaHAapTHOE neyveHne, ABnA-
eTcA TOT GaKT, UTo TaKmMe UccriefoBaHUA 0ObIUHO 06X0AATCA AelleBe U NPOoBOASTCA ObICTpee,
NMOCKOJbKY, Hanpumep, KONMYeCTBO YYaCTHUKOB, Heobxoaumoe Ans AeMoHcTpaLumm 3ddekTa,
00ObIYHO MeHbLLE.

MepeyeHb, NpeacTaBneHHbIN Ha Cxeme 6.2, 04epUMBAET KPYT BONPOCOB, KoTopble KI2W pomxeH
paccmMoTpeTb NP aHanM3e naueb0-KOHTPONNPYEMOTo NCCIeA0BaHUS.

Cxema 6.2 [epeyeHb KOHKPETHbIX BONPOCOB, HEO6GX0AMMbIX ANA paccMoTpeHua K35U
nnaue60-KOHTPONAMpPYeMbIX NCC/IefoBaHNIA

- WNmeetca nu HeonpoBepXMMOe HayyHOE OCHOBaHME OnAd npoBeaeHUA nnaue6o—
KOHTpONnMpyemoro nccnenoBaHma?

« ECTb N1 U3BECTHbIN METOZ NIeUeHUs € JoKa3aHHOW 3GPEeKTUBHOCTbIO?

- Ecnn ga, 10 6y,qu N HaXoXaeHne 6e3 Takoro sieueHns Ha NPOTAXXEeHN nepmnopa, Heob-
XOoOMMOro anAa peannsaunm npoekTa, 6e30MacHbIM AnAa naymeHToB? ﬂ,pyFI/IMI/I cnoBamu,
ABNAETCA NN AOMOSTHUTENbHbIN PUcK FlpI/IeMJ'IeMbIM?

- flBnaeTtca nu npuemnemMon AONONIHUTENbHAA Harpyska, KoTopasa NsaXeT Ha NayuneHTa B
pe3ynbTaTe OTCYTCTBUA OCabneHna cMmnToMoB? [osBUTCA NI AONONHUTENbHAA Harpy3Ka
OnA cemen/nuu, OCyLLeCTBAAKLLMX YXO[ 3a NauMeHTamu, B pe3ysibTaTe Takoro COCTOAHNA
naymeHToB?

- ByayT nv naymeHTbl NPOMHPOPMMPOBAHBI O BEPOATHOCTW pacnpeaeneHuns B rpynny,
KoTopasn 6ygeT nonyyaTb nnaue6o?

. npeﬂyCMOTPEHO n ncanegoBaHmem BKIoYeHMe nauleHTos, HEeCnoCco6HbIX OaTb CBOe
cornacue? Haxogutcs nu YPOBEHb JONONTHUTEJIbHOIO PUCKa N Harpys3Kn B rpaHnUax, npn-
emMJieMblX ONnAa nccnegoBaHA Ha TakKnX NauneHTax (CMOTpVITe TaKXe l'naBy 7 - CY6'beKTbI,
HeCrnocobHble AaTb cBOe cornacue)?

« [NpepycmoTpeHbl N Mepbl AnA PaHHEero BblABIEHNA Cepbe3HO HebnaronpuATHON AnHa-
MUKW 60M1e3HM Yy NauMeHTOB rpynnbl nnauebo, kKoTopaa MOXeT NoTpeboBaTb COOTBET-
CTBYIOLLEro BMeLlaTenbCcTBa*?

- [lpegycmoTpeHo N1 NpoBefeHMe Hagslexallero, CBOeBPEMEHHOIO MPOMEXYTOUYHOIO
aHanmsa?

- Korga nccnepoBaHuve 3aBepLUNTCA, MOAyYaT M YYaCTHUKM NCCeloBaHNA nHGOpMaL Mo
0 TOM, B KaKylo rpyrnmny oHu Gbinu pacnpegeneHbl?

6.C.7 NMonb3a v puckn

[na nioboro 6uomeanLIMHCKOro NcCeoBaHNA C y4acTeM Jilofel B KauecTe CyObeKToB nccne-
[oBaTeNn* QOMXKHbI FAPaHTMPOBAaTb, YTO PUCKM 1 HArpy3KW, CBsA3aHHble C yyacThem B UCCIie-
LOBaHWW, He ABNAIOTCA HeCOpPa3MepPHbIMU Nt0OON NOTeHUMaNbHOM Nosib3e. PUCKM 1 HAarpy3Ku
BCerga AomKHbI ObITb CBEAEHbBI K MUHUMYMY. ITO KNtoueBoe TpeboBaHe BbITeKaeT U3 STUYECKOTO
npuHuMna 6narogesaHnA U HenpuurHeHna speaa (CMoTpuTe MaBy 3 — ITUYECKME NPUHLAMDI).

[nA BMewaTenbCTB*, KOTOpPble AAOT Hadexay Ha OyayLlylo HEeNMOCPeACTBEHHYIO NONb3y ANA
YUYaCTHMKA, MOXET ObITb MpMeMIeMoii 6oee BbICOKasA CTEMEHb PUCKA U Harpy3Kn — Hanpumvep,
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Kak oTMeuanocb paHee (CmoTpute InaBy 2 — BBeeHWe), cTeneHb pycKa 1 Harpy3ku, ABNALLAACA
npuemnemMon B UCCNefoBaHNM HOBOW Tepanunm TAXKesbIX COCTOAHUN, TaKUX KaK pPaK B MO34HeN
CTaguu, bygeT HenpuemnemMon ais NccnefoBaHnA nerkom nHdekuumn. PUcK n Harpyska moryT
6bITb He TONbKO GU3MYECKUMU, HO M NCUXONTOTMUYECKUMU UIIN COLMANbHbIMK, TOTA Kak MNOTeH-
LunasnibHasa HenocpeACTBEHHAsA MoMb3a BKIOYAET NasfIMAaTUBHBIN NeyebHbln b deKT.

WccnepoBaHus MOryT ObiTb NMosie3Hbl AN1A PaCLUMPEHUA HayUYHbIX 3HAHWUIA 1 Nporpecca obLye-
cTBa B Leniom. Ho ecnim eanHCTBEHHas oXraaemas Nonb3a 3aKioYaeTcs TONbKo B 3Tom, K93
LOJIKEH YAOCTOBEPUTLCS, UTO UCCNejoBaHME NOBeYeT 3a coboi He bonee yeM Npremnembli
PYCK 1 MpUemMnemMyto Harpysky Ans y4acTHUKOB. (UTo KacaeTcs nul, HeCnocobHbIX AaTh CBOE
cornacvie - cmoTpute nasy 7)

6.C.8 Nopsagok Habopa y4acTHMKOB NCCefoBaHNA

Habop y4acTHUKOB UCCNeaoBaHNA PEryNMpYeTcs TPEMS KIoUYeBbIMY MPUHLMMNAMMU:
i. yvyacTume aBnaeTcs JOOPOBONbHbLIM;

ii.  Habop yyaCTHMKOB OCYLLECTBNAETCA B COOTBETCTBUM C MCCNiefyeMblM BOMPOCOM U METO-
damu nccnegoanua (CmotpuTe pasgen 6.C. 3 - Kputepurmn BKIOYEHWA U UCKITIOYEHNSA); U

iii. OTOOP yYaCTHMKOB He JOKeH 6biTb AUCKPUMUHALNOHHBIM.

bromeguunHCKMe nccnefoBaHmAa OCHOBbLIBAKOTCA Ha ydactnm ﬂO6pOBOJ’IbLI,eB, KOTOpPbIE C CaMOro
Ha4YaJla AOJI>KHbl MOHNMaTb, YTO OHU abconoTHO CBO60ﬂHbI B CBOEM Bbl60pe OTKa3aTbCA OT y4a-
cTna (v BnocneacTBUM OTO3BaTb CBOE Ccornacue) 6e3 06bACHEHNA NMPUYnHDbI. Jlnuo, He paBwee
cornacue unm oTo3BaBlLEee CBOe cornacue B o060 MOMEHT BpeEMEeHN, He [OJTXKHO NoABEPraTbCA
HUKaKoM d)opme ONCKPUMWHaUMK, B YaCTHOCTWN, B OTHOLWEHUN MNMPaBa Ha MEONUNHCKYIO MOMOLLb.

B 3aaBke ana K92U gonxHbl 6bITb YETKO ONMcaHbl CNocobbl Habopa y4acTHUKOB, HaMNpu-
Mep, NoCPeaCcTBOM pPeKambl UK INYHbIX KOHTAKTOB, CBA3AaHHbIX C OKa3aHWeM MeaULVHCKON
nomolLyun. Ecnm 3annaHnpoBaH IMYHbBIA KOHTaKT C MOTEHLMANIbHbIMY YY4aCTHUKAMU, UCCIIef0Ba-
TN AOJIXKHbI M36eraTb NPUUMHEHNS UM WS VX CEMbSM HEBOJIbHOTO 6ECMOKOCTBa — Hanpumep,
OHW JO/MKHbI YOeAUTbCA, UTO KOHTAKTHbIE JAaHHbIE MPABUIIbHbIE, YTO YESIOBEK BCE ELLE KUB U
YTO HET HUKAKUX 0COObIX MPUUYUH AN n3beraHna KOHTaKTa, TakuX Kak, Hanpumep, HefaBHsASA
TSKenan yTpata. B 3anABKke Takke JOKHbI ObITb MPOMNMCaHbl MePbl, KOTOPbIE NCCNeaoBaTeNb®
OyneT NprHUMaTb AnA obecrneyeHns HEMPUKOCHOBEHHOCTU YAaCTHOM »KM3HU U KOHPUAEeHUN-
anbHOCTY B NpoLecce Habopa y4yacTHMKOB. Ecnin nccnegoBaTtenv® nnaHMpyOT UCNONb30BaTh
npeaBapuTenbHble 0TOOPOYHbIE aHKETbI AJ1A obneryeHnsa Habopa yYacTHUKOB, OHU JOJIXKHbI
npefocTaBuTb 3Ty MHGopmMauumio B KI3W. [ina nccnegoBaHumini, OCHOBBIBAOLWMXCA HA 3anmcax,
Npv3HaHHaA Haunyywasa NPakTKa 3aKioyaeTca B TOM, YTO NepBOHAYasbHbIA KOHTAKT JOJ-
KEH OCYLLeCTBNATLCA YEpPE3 Bpaya UK Apyroro paboTHMKa 34paBOOXPAHEHNS, 3HAKOMOTO C
YUYACTHUKOM.

6.C.9 UHpopmauua AnA noTeHUnanbHbIX yYaCcTHUKOB

K33U pomxkeH yaenatb 0coboe BHMMaHWe NpeanaraeMomy cnocoby npefcraBieHns nHpopma-
LMK NOTEHUMaNbHbIM YYacTHMKaM. IHpopmaumio cieayeT coobLaTb YCTHO, MPU HEOOXOAUMOCTY
— C MOMOLLbIO HE3ABUCKMOTO NepPeBOAYMKA, U CONPOBOXAaTb MHGOPMALMEN ANA yHaCTHMKA
B MMCbMEHHOM BUJE, KOTOPas AOMKHA ABNATbCA YacTbio 3aABKN. IHPopMaums fomKHa ObiTb
HanmcaHa YeTKMM, MPOCTbIM A3bIKOM, MOHATHBLIM A1 06bIYHOTO YenoBeKa. [1o 3To NpryKrHe,
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NPUHATaA Haf/1eXallasa NpaKTrKa 3aKYaeTca B TOM, UTO UCCnefoBaTenam® cnefyet nonyyuntb
MHEHMe HecneumnanncTa o Hel, NpeXae YeM OHY NoJaayT ero Ha paccMoTpeHune B K93, Ecnn
06CTOATENbCTBA TAKOBbI, YTO HEOOXOAUM NepeBof 3To HbOPMaLMK Ha Apyroi A3bik, K33
LOJKeH ybeamnTbca, 4To ncciegoBaTenv NOATBEPAUAN TOYHOCTb UHGOPMaLMK, KoTopas byaet
npeacTaBfieHa yyacTHKaM, NOCPeCTBOM 06paTHOro NepeBoAa. YUacTHUK JOSIKEH NOyYnTb
N COXPaHUTb 3K3eMMASP NMUCbMEHHON MHbopMaLumM (1 3K3eMnIap NOANUCaHHON GOopMbl
MHOOPMUPOBaAHHOIO cornacusi — cmoTpuTe aanee). Ha Cxeme 6.3 npeactaBieHbl 371EMEHTbI,
KOTopble JOMKHbI ObITb BKIOYEHbI B MHbOPMaLMIO ANA YYaCTHUKOB, 1 KOTOpPble MOTYT ObiTb
alanTNpPOBaHbl B COOTBETCTBUM C XapaKTepOM UCCriefoBaHuA.

Cxema 6.3 TunnyHasa nHpopmauus ans yyacTHUKa — KOHTPOJIbHbIN NepeyeHb

- HasBaHue nccnegoBaHua

- BBopgHbIN pa3gen Cc npurnaleHem K y4acTuio B UCCneoBaHnm

- Buem 3akntoyaeTca uenb nuccnegoBaHma?

+  TNouyemy meHs BbIGpanu ana yyactusa B uccnefoBaHum?

«  JonxeH nu A cornacutbca?

+ Y10 CcO MHOW ByaeT NponcxonTb, €C/I A faM CBOE COorlache Ha ydactue?
+ Yo co MHOW ByaeT, ecnivi A He Aam CBOE COornlacue Ha yyactme?

« Y10 MHe Hapo GyneT fenaTb?

- ByayT nu mou paHHble nnu obpasubl TKaHel MOero opraHM3Ma UCNosib30BaTbCA UK
COXpaHATbCA Ans Oyaywux uenemn?

- JonXeH nu A cenyac AaTb COrnacve Ha Takoe BO3MOXKHOE MCMOob30BaHNeE B 6y,D'YLL|,EM
MOUX AaHHbIX UK O6pa3LI,OB TKaHen Moero OopraHmM3ama (I'IOTpe6yeTCFI N oTaesnibHaA
I/IH(I)OpMaLI,I/Iﬂ VN1 OTAENbHOE cornacme Ha 3T10)?

« Mory nu s 0T03BaTb CBOE COrnacue B xofe ncciefoBaHua?

+ Y10 npowusongert, ecnm A 0OT30BYy CBOe cornacme?

- Kakas Tepanusa/ npouepypa/v 1.4. 6yayT nsyuyatbca?

« KaKue ecTb anbrepHaTMBHbIE METOAbI AUArFHOCTUKN/NeYeHnA?

«  KakoBbl No6ouYHble 3dpdekTbl yyacTma?

« KakoBbl BO3MO>KHble Hey106CTBa U PUCKM, CBA3AHHbIE C yYacTnem?
- CoobuaT N1 MHe 0 KaKNX-MbO CJy4aliHO BbIABUBLLMXCS AAHHbIX?
+ KakoBa BO3MOXHaA nonb3a oT yyacTna?

+  Yro, ecnu B xofe NpoBefeHNs NCCIe[oBaHMA NoABUTCA HOBaAA MHbopMaLma?
- Y10 npowunsonger, Korga ncciegoBaHne npekpaTutca?

« Tpogonxy nu A nofyyaTb MEAULNHCKYO MOMOLLb?

+ Y10 Nnpowmnsongert, ecnm 4To-TO NOMAET He TaK?

- byneT nn coxpaHATbCA B TaliHe yyacTue B JaHHOM UCCNefoBaHnn?
+ Yo bypeT npoucxogmTb C pesynbTaTamy UCCNefoBaHnA?

+ TporHPopMMpPYIOT NI MEHSA, B COOTBETCTBUM C HALMOHAJIbHbIM 3aKOHOAATENbCTBOM, O
pe3ynbratax?
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« Kro opraHusyet n dpuHaHcMpyeT nccnepnosaHme?

+ Kakne oTHOLWeEHUA Mexay nccrnegosatenaMmm® n CnoHcopom* nccnegoBaHna?
- KTo npoBoamn sKkcnepTn3y ncciegoBaHna?

- Krto pan pa3pelleHune Ha NpoBefeHne NccefoBaHnsa?

+  KoHTaKkTHaa nHdopmauus, BKoUYaa MMeHa U Homepa TenedpoHOB AfiA NoNyYeHUs JOMnon-
HUTeNbHOWN nHdpopMaL K

+  KoHTaKTHaa nHpopmMaums MegmumnHcKkoro Habnogartens

6.C.10 Bo3MO>KHOCTb HEHagNeXallero BANSAHNA

K33U ponxeH yoocToBepuTbCA, YTo nccnegoBatenm® He OyayT OKasblBaTb HeHaAsneXxallee
BAUAHME Ha NioAel, Nobyxaaa nx NPUHATb yyacTe B UccsiefoBaHUN. Takoe BANAHNE MOXET
nmeTb GMHaAHCOBbLIN XapakTep (CMmoTpuTe paspen 6.C.22 — OnnaTa 1 BO3HarpakaeHusa), HO
MOXeT NpUHMMaTb 1 apyrve popmbl. Hanpumep, ocnabneHHbie n HE3[OPOBbIE JIIOAN MOTYT
MOYyBCTBOBATb, YTO OHW JOMKHbI COMNMAcUTbCA Ha yyacTue, flaxe ecsin 3TO NPOTUBOPEUNT UX
»enaHuto. Bepa naymeHTOB B JOKTOPOB M ApYrX PabOTHUKOB 3[paBOOXPaHEHNA TaKXKe MOXeT
NPUBECTY K HEHaAJ1eXKalleMy BNUAHMI0, 0COOeHHO ecnu paboTHYK 30paBOOXPaHeHNA ABNAETCA
nccnepoBatenem*. B aTom criydae HavnyudLllen NpakTMKom 6yaeT 3a4ecTBOBaTb HENTPaNbHOe
NMLO Hagnexallen Keanudpukaumm ana nonyyeHua cornacua (cmotpute ganee). K93 takxke
LOJKEH YAenATb BHUMaHMe ApyruM NCTOYHUKaM HeHaanexallero BnaHuA. Hanprmep, ecnn
COTPYOHMKOB 3aCTaBWN MOYYBCTBOBATb, YTO BO3SMOXKHOCTb MPOAOSIXKEHMA TPYHOBOW fen-
TeNIbHOCTW 3aBMCUT OT MX YYacTUA B UCCIeQOBaHNW, U eCN MNaaLwWwnxX Bpayen 3actaBunu
NMOYyBCTBOBaTb, UTO UX KapbepHbIA POCT 3aBUCUT OT Habopa NaumneHTOB ANA UCCIIe[oBaHWA
CTapLero Konneru. Hekotopble rpynnbl ftogen MoryT ObiTb 0CO6eHHO YA3BUMbI B MlaHe npu-
HY>KOEHUA — Hanpumep, N1ua, NLWeHHble cBO6OAbI (CMOTpUTE Aanee), BOEHHOCYKaLlue Uin
nnua, yasBMMble B JaHHOM 06LLecTBe U3-3a AOMUHUPYIOLEN COLManbHOM nepapxmm.

6.C.11 UupopmupoBaHHoe cornacume

BriomeauunHcKme nccnefoBaHna, NpeaycMaTprBaloLiie BMELLATENbCTBO® B OpraHn3Mm, He
AOIKHbI pa3peLLaTbCs K MPOBeAEHNIO, €CIIV HE NOMTYYEHO COrNacke NOTEHLMANIbHOTO YUYaCTHIKa
nccnefoBaHnA (UTO KacaeTcs L, HeCNOCOOHbIX aTb CBOE cornacue — cmotpute Masy 7). Ans
TOro uTo6bl cornacue 6biNo LPUANYECKN JENCTBUTENBHBIM, 3TO AOMKHO ObITb MHGOPMIUPO-
BaHHOE, AOOPOBOJIBHO JaHHOE cornacue (CMoTpuTe Bblle «MHpopMaLms Ans NoTeHUMaNbHbIX
YUYaCTHMKOB») — TPe6OBaHNS, BbITEKalOLME U3 STUYECKOTO MPUHUMNA aBToHOMMM (CMOTpuTe
MMaBy 3 — 3TMuyecKne NPUHLMNbI). NepcoHndULMPOBaHHbIE AOKYMEHTbI C COTMacUAMMN yYaCcTHU-
KOB JOJIXKHbI XPaHWUTbCA Y MCCNefoBaTeNa* Kak yacTb dpaiina nccnefosaHua. lanee B 3ol [Mase
1 B Maee 10 - Brionornuyeckre o6pasuibl, NOSTyUYEHHbBIE y CyObEKTOB MCCIEAOBAHNA, 0OCYKAaeTcA
cornacue, Kacarolleecs NccnefoBaHU GONOrMUYeCcKrX 06pa3sL OB UV NePCOHANbHbIX AAHHBIX.

6.C.12 lokymeHTMpOBaHue cornacusa/paspeLweHuns

Momumo npeacTaBneHuns B KI3U nHbopmauum ans yyacTHUKOB (CMOTPUTE BbILLE), UCCNeno-
BaTeNM* TakxKe JOJIKHbI NPeACTaBUTb Ha paccMoTpeHne K33W npeanaraemyto umu ¢opmy
nHbOpMUpPOBaHHOrO cornacus. Ecnmn nccnegosaHvie NnpefycMaTpuBaeT yyacTue ntofei, Hecno-
COGHbIX AaTb cBoe cornacue (CmoTpuTe Masy 7 — JInua, HecNocobHble AaTb CBOE COrnacue, u
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Masy 8 — MiccnepoBaHva B 0COBbIX CUTYaUMAX), HA PAaCCMOTPEHVEe HEOBXOANMO NPEeACTaBUTb
AOKYMEHTbI AN MONYYEHUA Pa3peLleHms Ha yYacTre B UCCefoBaHNN.

CTaHpapTHasA NpaKTUKa 3aK/YaeTcs B TOM, YTO YYaCTHUKM [Al0T CBOE corfacue B MMCbMeH-
Hol dopme. McknoueHme cOCTaBRAOT Cllyyaun, KOrga 3TO HEBO3MOXHO, TOrga npuMemnemMbim
ABNAETCA YCTHOE cornacue, Npu yCoBMM YTO OHO Hagnexalwmm obpa3om noaTBepKaaeTca
LOKYMEHTaNbHO 1 ByfeT 3acBMAEeTeNIbCTBOBAHO He3aBMCUMbIMU cBugetenamu. Cnesyet npo-
ABNATb 0c0b60e BHMMaHWe, KOrfa NccinefoBaHme BKIYAEeT YYacTHMKOB U3 pa3BMBaoLLMNXCA
ctpaH (CmoTpuTe Masy 9 — MexkayHapoaHble nccnefoBaHms).

6.C.13 Nopagok nonyuyeHuns cornacus

NccnepoBatenu® fgomKHbl YeTKO M3N0XKUTb NpeanaraeMbiii NOPAAOK MOyYeHUA Cornacus.
K32W ponxeH 3HaTb, KTO OyZEeT BbISCHATb BONPOC O COrNacuu, YTobbl UMETb BO3MOXXHOCTb He
TOJIbKO COCTAaBUTb MHEHME O TOM, OCTAaTOYHO JI1 OCBEAOMJIEHO 3TO JINLLO 06 UCCIefOBaHNM, HO
1 y6eanTbCs, UTO Ha NPOLLECC NONTyUYeHMs COrnacus He byeT OKa3aHO HeHaa/iexallee BAvsHME.
K33 pomxkeH ygocToBepuTbCA, B YaCTHOCTY, B TOM, YTO MOTEHLMASIbHBIM YYaCcTHUKam byaeT
npeaoCTaBieHO AOCTAaTOYHOE BpeMs Ans 064yMbiBaHUS UHPOPMALUA 1St yYACTHUKOB (CMO-
TpuWTe BbiWE) U ANA TOro, YToObl MMETb BO3MOXKHOCTb 3ajaTb BOMPOChHI, MpeXxae YemM NpuHATb
pelueHne y4acTBOBaTb UM HET B UCCNeOBaHMN.

6.C.14 Chepa pgelictBUA cornacus

Cdepa aencTema nonyyaeMoro cornacusi AoMmKHa 6biTb YeTKo usnoxkeHa ansa K33 u, B obuiem,
LOMKHA KacaTbCA KOHKPETHO paccMaTpUBAeMOro NpoeKkTa ncciegoBanus. Ecnm nnaHmpyetca
nocneayloLee NCNoNb30BaHME 3anNnCe NCCIeAoBaHMA Unn Gronormyecknx obpasLoBs, Hau-
nyJdwern NPaKTMKOM ANa nccnegoBaTenen® yaet npeaBoCXMTUTb 3TY BOSMOXKHOCTb B NpoLecce
noJlyyeHmns nepBoHayvanbHoro cornacua. OgHako cnegyet nsberatb HAYEM He 060CHOBAHHOIO
CTPEMJIEHUA MONYUYMTb BCeoObeMIIIOLLEE corlacue AnA UCMONb30BaHUA B OyayLmx nccne-
JloBaHUsIX. bronornyeckne obpaslbl U CBA3AaHHbIE C HUMW AAHHbIE OOJKHbI OblTb CieNaHbl
AHOHVMHbIMM (CBA3aHHbIE NN HECBA3aHHbIE aHOHUMHbIE JaHHble)* B TO Mepe, B KakoW 3TO
COOTBETCTBYET nccnefoBaHmio. (CMoTpute fanee B 31ol Mase u B MNaBe 10 — brionornyeckune
06pas3sLbl, MONyYeHHbIe Y Cy6bEKTOB CCIe[OBaHMA).

6.C.15 besonacHOCTb 1 HabnoaeHne
6.C.15.1 KoHmposib 3a cocmosaHuem 300p08bsA y4aCMHUKO8 UCC/Ie008AHUSA

K33 poneH yooCTOBEPUTLCS, UTO B NMPOTOKOJE UCCNIefOoBaHNA NpedyCMOTPEHbI Hafnexa-
LMe MeTobl OLEHKM COCTOAHNA 300POBbS NOTEHLMANbHbIX YYaCTHUKOB UCC/IeJOBAHMSA, U UTO
TaKoW KOHTPOJIb ByZIeT OCYLLEeCTBAATb KBAIMOULMPOBAHHbIN KINMHULMUCT, TPOpeCccroHanbHbIi
MEeAULMHCKNIA paboTHVK. [1ns nccnegoBaHUs Ha 300poBbix AobpoBosbLax (CMoTpuTe pasaen
6.C.4 — 3popoBble 4OBPOBONbLbI) MOXET MOHAA0OUTLCA TONbKO CTaHAAPTHOE KINHMYECKoe
obcnegoBaHMe B Havyane NpoekTa — HanpumMep, cbop MeAULMHCKOrO aHamMHe3a, BpayebHblii
OCMOTpP U labopaTopHble aHaNM3bl UV PEHTTEHOJIOTMYECKOe UCCNefoBaHme, eClin UX NpPo-
BefeHve 060CHOBaHO. ccnegoBaHna ¢ yyacTiem NauUMEHTOB YacTo GbiBAaeT CBA3AHO C OKa-
3aHMEeM M MeAVLMHCKON NOMOLLM, U AaHHbIe, MOoyYyaemble B XoAe MeAULMHCKOM MOMOLLN,
MOTYT ObITb JOCTAaTOUYHBIMM AN LeNiel uccneaoBanns. ECiv 3To He Tak unum ecnm pesynbTarthl
He COOTBETCTBYIOT KPUTEPMAM BKITIOUEHUA/UCKITIOUEHNA ANA MPOEKTa UCCNeoBaHNA, cneayeT

39



6. Hezasucumas smuyeckaa 3Kcnepmu3sa uccnedosamesibCKux npoeKkmoas

NpeaBOCXUTUTb HEOOXOAMMOCTb NPOBEAEHNS AOMONIHUTENbHbIX NCCIeA0BaHNI/TECTOB 1
BKJIIOUMTb VX B MPOTOKOJ NCCNe0BaHMA.

6.C.15.2 MeduyuHckoe HabtooeHue y4acmHUKo8 Ucc/1e008aHus

B 3anBKe JOMKHO ObITb YKa3aHO 1MA ML, 06nafatoLero Hagnexatym onbIToM 1 KBanudu-
Kauvel, MeanLMHCKOro HabnoaaTtens, KoTopblin bygeT obecneunBatb MeanLUHCKOE Habto-
AEHVEe 33 COCTOAHMEM YYACTHUKOB. [INsi KOHTaKTa C IMYHBIM BPAUYOM yUYaCTHMKA JOJIXKHO ObiTb
NoJsly4eHo OTAeNIbHOE pa3peLleHie YYacTHKKA. Mpy BOSHWKHOBEHWUW SKCTPEHHOW CUTYaLUn
YUYaCTHUKIN UCCIefoBaHMA UW NNLA, OTBETCTBEHHDbIE 33 OKa3aHWe PerynsipHon MeanLUHCKO
NMOMOLLY MALMEeHTaM, AOSIXKHbI UMETb BO3MOKHOCTb CBA3aTbCA C MEAULIMHCKIM Habnogatenem
(MM COOTBETCTBYIOLMM Ha3HAYEHHbIM Kosieron). Kpome Toro, Tako MeguuUMHCKUA Habnto-
AaTenb 1 NNLA, OTBETCTBEHHbIE 33 OKa3aHMe PerynapHoO MegnUMHCKON NOMOLUY MaLUeHTaMm,
[OJSTXHbI AeCTBOBATb COMIACOBAHHO B OTHOLLEHWNN BCEX Ba*KHbIX BUJOB SIeYeHNA, He CBA3aHHbIX
C UCCnefoBaHVeM, KOTOpbIe NMosyYaloT NaumneHTbl. B mpoTokone Tak»ke AO/MKHbI OblTb YKa3aHbl
opraHM3aunn ona oKasaHus 3KCTPEHHOWN MeAULUMHCKOW NMOMOLLK, OMKCaHbl X CpeacTsa/
NMOMeLLEeHNs, @ TaKXKe YKa3aHO PacCTOAHME, eCNIV MPUMEHVMO, OT HUX 4O KIMHUYECKOW 6a3bl,
rae NpoBOAUTCA UCCNIeAOBaHNe.

6.C.16 upopmauusa ana K33 B npouecce npoBefeHNsa nccienoBaHns

Ons K93W BaXKHO OTCneEXnBaTb NPOEKTbI, KOTOpble Oblnn um ogobpeHbl (CMoTpuTe Masy 5 —
KomuTeTbl No 3TMYeCKon sKkcnepTmnse nccnegosaHmin (K33KM)), B OCHOBHOM 3TO OCyLLLeCTBAAETCA
nyTeM aHanm3a neproanyecknx oTYETOB UCCIIef0BaTeIbCKOW rpynmbl, KOTOPbIN No3BonseT
onpenennTb, HEOOXOANMO N, B CBETE HOBbIX OOCTOATENIbCTB, BHECTU U3MEHEHMA B MPOEKT
W JaXke, MOXKeT 6bITb, NpepBaTb NccnefoBaHue. NoBTOpHasA 3KCNepTM3a TakKe NoMoraeT
onpefenuTb, eCTb I HEOOXOAMMOCTb B MOJTyYEHWM AOMOSTHUTENIBHOIO COMNACcUA OT YYaCTHU-
KOB (N1 JOMOSTHUTENIbHOIO Pa3peLLeHns OT UX NpeacTaBuTenen — cmotpute Mmasy 7 - Jlnua,
HecrnocobHble faTb CBOE COMMTAacUE) Y HYXKHO I BHECTU U3MeHEeHUsA B dopMy MHGOPMUPOBaAH-
HOro cornacusa ansa 6yaywmx y4acTHUKOB.

AnAa KNMHNYeCKnX NccnefoBaHN NIeKapCTBEHHbIX MpenapaToB¥, Ha KOTopble pacnpocTpaHAeTCA
pencteume Aupektnsbl 2001/20/EC, 3aKoHOAaTeNIbHO NPERYCMOTPEHO, UTO 0060 BCEX HEXXenaTeb-
HbIX ABEHUAX N peakumax Heobxoanmo ysegomnaTe K33, NMomumo sTnx npeayCcMoTPeHHbIX
3aKOHOM TpeboBaHUI, K93V MOXKET NprHATbL pelleHrie 0 HEOOXOAUMOCTM AOMONTHUTENbHOM
MHPOpMaLUn 1, cnefoBaTesibHO, 3aMPOCUTb ee BKJTIOUEHME B MPOTOKOJN.

K33 v 3aaBuTeNb fOMXKHbI COrnacoBaTb MEPONPUATUA A1 NPOBEPKM NIOObIX BO3HMKAOLMX
ABMIEHWI, HaNnpUMep, C NOMOLLbIO He3aBNCMMOro KommuTeTa No MOHUTOPUHTY AaHHbIX (DSMB).
K33 n He3aBncrMbIi KOMUTET MO MOHUTOPWHIY AAaHHbIX JOMMHbI UMETb YeTKOe NpeAcTaBneHne
0 pacnpefeneHnn OTBETCTBEHHOCTM 1 O TOM, Kak OHU OyayT B3anmopencTsoBaTb. B cBeTe niobbix
ABNEHUI, BO3HMKAIOLWMX B NpoLecce peannsaunm npoeKkTa uim B ciiyyae nosBAeHNA HOBbIX
pe3ynbTaToB NCCeAoBaHNI B aHanornyHom obnactu, K33M gonmkeH NpUHATL peLleHne o ToMm,
Heo6XoaMMO NN BHECTU U3MEHEHUSA B AN3aiH NCCNefoBaHNA UK NPEKPaTUTb ero. 3aABuUTeni
BOMKHbI MHPopmUupoBaTb KI3W o nobbix NpeanaraemMbix M3MeHeHMAX NPOEKTa, a Takxe 0
[OCPOYHOM NpeKpaLLeHMI 1 MPUYMHaX JOCPOYHOrO NpeKpaLleHra ncciefoBaHusa. Kpome toro,
OHW JOMXKHbI yBefoMUTb KI3W, Korga nccnefoBaHme 3aBepLUaeTca B COOTBETCTBUNM C MIaHOM.
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6.C.17 HoBasa nHpopmauma 1 3almTa yyacTHUKOB UCciefoBaHNA

Kak oTMeuanoch BbllLe, B OTBET Ha BOSHUKHOBEHVE KaKUX-NOO SIBNEHWNIA U NOABNEHVE HOBOW
Hay4HoW MHOPMaLV B Xofae NpoBefeHUs nccnepoBaHns, K33 moxeT notpeboBatbcs nepe-
CMOTPETb CBOE NepBOHaYabHOE peLleHrie OTHOCUTENIbHO NPoeKTa. B npoTokone nccnepgoBaHvis
n/vnn oprumanbHom pewweHnn K33M gonkHo 6biTb MPONMcaHo, Kak yYaCcTHUKAM UCCieaoBa-
HYA BygeT coobLaTbCs O NOOOM U3MEHEHNN PeLLEeHNA 1 BbITEKAIOLMX U3 HEro NOC/IEACTBUAX.
K33 ponmxeH ybeanTtbcs, Uto coobLyeHvie Tako MHpopMaummn 6yaeT CBOEBPEMEHHBIM, 11 UTO
YYaCTHKaM coobLaT o0 ToM, NpocuT i KU nccneposatenei® NnoarotToBUTb NePeCMOTPEHHbIE
dopMbl MHGOPMaLMK ANst yHaCTHUKOB/HOBbIE GOPMbI MIHPOPMUPOBAHHOTO COrNacKs B CBA3N
C U3MeHeHMAMN NpoeKTa. Ha 3Tom 3Tane, Kak 1 Ha Ntoboi CTagumn NpoBeAeHnsa NCCNeoBaHus,
HeobxoMMo cobo4aTh NPABO YYaCTHUKOB OTO3BaTb CBOe cornacue. MHpopmmpoBaHHoe
cornacme 1 ACHOCTb N3NTOXKeHNA MHPOPMaLMM AR YHAaCTHUKOB ABAAIOTCA OCOOEHHO BaXKHbIMY
B Tex cniyyasnx, koraa K93 oT3biBaeT NonoXutenbHoe 3aknoueHune. Koraa nccnegosatenn®
NoAaloT NepecMOTPEHHbIN MPOTOKOS Ha paccMoTpeHre B K93, oHM JOMKHbI YETKO yKasaTb,
KaKiM 06pa3oM BHECEHHbIE U3MEHEHNA peLwatoT Npobnembl, ykasaHHble KIJW.

6.C.18 KoHpnaeHUManbHOCTb 1 NPaBo Ha MH$OpMaL IO
6.C.18.1 3awyuma 0aHHbIX

I'Iepc0Haanb|e OaHHble, C06paHHbIe BXoae 6I/IOM€,D,I/ILI,I/IHCKOI'O nccnenoBaHnA, AONXKHbI pacCMa-
TPMBATbCA KaK KOHd)I/ILI,eHLI,I/IaJ'IbHaFI I/IHd)OpMaLlI/IFI M COOTBETCTBYHOLWMM o6pa30M OXPaHATbCA.
Mo aTon npuynHe N3 AaHHbIX cnegyet MakCMmMmalibHO 6bICTpO 1 B MaKCMManbHO BO3MOHOW
cTeneHun y6|/|paTb I/IﬂeHTI/Id)I/IKaLlI/IOHHbIe NMPU3HaKW.

3aABuTENN JOMXKHbI 060CHOBaTb K33 xapaKTep 1 CTeNeHb BO3MOXXHOCTY naeHTUdUKaLMK, a
TaKXe COOTBETCTBYIOLNE MEPDI 3aLUTbI. Tak>Ke 3aABUTENb JOMKEH YKa3aTb, Kak JONro npes-
nonaraeTca XpaHuTb aeHTUdULMpPyeMble faHHble®. ECM NaHNpyeTCa NCNONb30BaTh NAEH-
TdULMpyemble JaHHbIE®, yHaCTHVKIN AOKHbI ObITb NPOVHGOPMUPOBAHbI O CTEMNEHW NAEHTY-
dULMPYEeMOCTI 11 O TOM, KTO ByaeT MMEeTb JOCTYN K MAeHTUMUKATOpaMm, 1 AOMKHbI JaTb CBOE
coriacume Ha UCMoJib30BaHME VX MAEHTUOULMPYEMbIX AaHHBIX®.

Ecnun nccnepoBatenv®* nnaHMpyOT MCNOMb30BaTb HECBA3aHHbIE AaHOHMMHbIE JaHHbIe®, KoMne-
TEHTHAA OpraHM3auns JO/MKHa NPU3HaTb HaZNeXalum MeTod obecneyeHnsa aHOHUMHOCTY,
1 nHpopMaLUs O HEM [OJIXKHa ObITb NpeacTaBneHa B K33, YuacTHUKM JOMKHbI ObITb NPO-
MHGOPMUNPOBAHbI 06 AHOHVMHOCTY CBOUX [AaHHbIX; B YUaCTHOCTW, OHW JOJIKHbl MOHUMATb,
YTO, MOCKOMbKY NpoLecc obecneyeHns aHOHUMHOCTU NPeayCMaTPUBAET U3bATHE N3 fAHHbIX
BCEX NAEHTUPUKATOPOB, MAeHTUdMKALUS aHHbIX B OyayLiem 6ygeT HEBO3MOXHA. [oCKONbKy
HEBO3MOXKHO OyAeT COObLWNTb YYacTHMKAM UCCNIefoBaHUsA O NMoObIX pe3ynbTaTax, CBA3aHHbIX
C NCCNefOBaHNEM U KaCaloLWMXCS KOHKPETHOIO YeNOBEKA, 1 3TO MOXKET UMETb NOC/eACcTBUA
[N COCTOAHUA UX 300POBbA, YY4AaCTHMUKAM HYXHO 3afiaTb YETKO NMOCTAB/IEHHbIN BOMPOC O TOM,
COrNACHbI NV OHM Ha NpeaJiaraeMyto cTerneHb 00e3/IMYMBaHNA HECBSA3aHHbIX AAaHHbIX.

6.C.18.2 bezonacHocme

Ecnu 3annaHnpoBaHO nonyuyeHue 6uonornyeckmnx obpasuyos (Cmotpute Mmasy 10 -
buonornyeckne matepuanbl NOAEN-4OHOPOB) U UX XpaHeHMe AN uenen nccnegosaHusa, K35
[OJKEH YAOCTOBEPUTLCS, UTO UCCIieaoBaTeNnn® npeaycMoTpenn Mepbl gas obecrneyveHns nx

41



6. Hezasucumas smuyeckaa 3Kcnepmu3sa uccnedosamesibCKux npoeKkmoas

6e30nMacHOCT U KOHbMAEHUMANbHOCTY Ntobol nHGopMaLUK, KOTopaa MOXKET OblTb U3 HUX
nonyyeHa. Ecnv takue mepbl npesycmMoTpeHbl 3aKOHOM, OHU JOJTHbI cobntogatbcs. Ecnm 3akoH
He yCTaHaBNMBAET TaKyl 00653aHHOCTb, UCCNeAoBATENN® [OMXKHbI N3MIOXKNTb NpeanaraemMble
mMeToAbl Anst 6€30MacHOro XpaHeHWaA (M aHaNOTMYHO — ANSl HAAEXKHOTO YHUUTOXEHNA) B CBOEM
npeanoXeHnn nNo nccnefoBaHuio. Ecnn matepransl, nonyyaemble B AArHOCTUYECKUX LiensXx,
TaK>Ke NNaHUPYeTCs UCMONb30BaTb AN LeNieil NCCNefoBaHUs, KOHKPETHble Mepbl Mo 3alute
LOSIXKHbI ObITb MPUMEHMMbI TOSIBKO Ha NPOTSAXEHNY NpoLeaypbl uccnegosaHus. locne okoHYa-
HUA NCcnefoBaHNA HeO6X0AUMO cO6IOAaTb BCE OCTalIbHbIE MOSIOXKEHNA 1 Mepbl, KacatoLmecs
XpaHeHUs 6MONOrNYeCKX MaTepranos.

6.C.18.3 [lpaso 3Hams — npaso He 3HaAMb

Ha nccnepnoBaHua pacnpoctpaHaeTca HeobxoaMMOoCTb cobnofeHna Npasa 3HaTb Nitobyo MHOopP-
MaLMIo, MONYUYEHHYI0 O 3J0POBbe YesloBeKa, YTo n3noxeHo B Ctatbe 10 KoHeeHuun OBbepo.
YyacTHUKM MCCnedoBaHMA UMEIOT NPaBo He TONbKO y3HaBaTb 3Ty MHPOpMaLuio No Mepe ee
noslyyeHmns B NpoLiecce peann3auny NPoeKTa NCCNIeOBaHUA, HO TaKKe 1 NPaBo 0TKa3aTbCA OT
noslyyeHms Takom uHGopmauum (4to Toxe nponucaHo B Ctatbe 10). K33 gonxeH ygoctose-
puUTbCA, UTO cobntofeHVe STUX NpaB 6yayT rapaHTUPOBaHO NOCPeCTBOM COOTBETCTBYIOLLMX Mep,
NPOMNMCaHHbIX B NPOTOKONE UCCNIeOBaHNA, C YYETOM Jto6bIX cneumduyecknx orpaHnyeHni,
npeayCcMoOTPEHHbIX HaLMOHanbHbIM 3aKoHOoAaTeNnbcTBOM. K33W fonkeH paccMoTpeTb BONPOC
0 TOM, JO/KHO U »KeJlaHre yYyacTHMKa He NonyyaTb MHPOPMaLMIo O HenpeaBUAEHHbIX pe3yrib-
TaTax, KacaloLMXCA COCTOAHUA 300POBbA, CTYKUTb OCHOBaHWEM [/ €r0 U ee UCKITIoYeH s
13 nccnefoBaHus.

6.C.19 O6a3aTenbCcTBO NO MEeANLIMHCKON MOMOLL

Kak oTmeuanochb Bbile, yYacTHUKU NCCNIe[0BaHNA UMEIOT NpaBo Ha nonyvyeHne nHdopma-
LUK, CBA3AaHHOW CO 3[0POBbEM 1 MOSTyYEeHHOW B Xofe nccneaoBaHuna. IHpopmauma moxkeT
6bITb coCTaBnAlOWEN pe3ynbTaToB UCCIEAOBAHNA UM MOXKET ObITb NONyyeHa C/lyyariHo.
NccnepgoBatenn® fomKkHbI CaMy OLeHKBaTb 3HAYMMOCTb Tako MHGOPMaL MK ANA HbIHELIHErO
nnu 6yayLLero COCTOAHNA 30POBbA UM KaYeCTBa XKM3HM YYaCTHUKOB, UcCnefoBaTenam* MoxeT
notpeboBaTbcs KOHCynbTauma ¢ K33 no atomy Bonpocy. Ecnv nHdopmaumio nnaHupyetca
COOBLWUTb YHACTHUKY UCCNeAOBaHNA, 3TO JOKHO OCYLLECTBAATLCA B paMKax OKasaHUAa Mean-
LMHCKOW MOMOLLM MW KOHCYNbTAUMM Taknm o6pa3om, YTobbl MeLULIMHCKNA PpabOTHUK MOT
0OBACHUTb CYTb 1 3HaUEHVEe pe3yNbTaToB B GOPMeE, [OCTYMHON AJ1A MOHVMMAHMA YYaCTHIKA, U B
TaKOW e JOCTYMNHOW AN1A NOHMMaHUs popme 06CYyANTb BO3MOXKHbIE BapUaHTbl MPOPUNaKTUKK,
NeyeHnsa NN Jpyrux gencTBuin. BaxxHO NOMHUTb, UTO pe3ynbTaTbl MCCNEf0BaHMA, MMeloLne
KNIMHUYeCKoe 3HaueHre, 06bIYHO HYKAAI0TCA B NOATBEPKAEHUN NOCPEACTBOM NMPOBEPEHHbIX
METOAOB. TV 06CYKAEHNA C yHaCTHUKaMU LOJIXKHbI OblTb KOHGUAEHLMANBHBIMU 1 NMPaBO yYacT-
HMKOB He NosyyYaTb TaKyto MHPOPMaLMIO JOMKHO cObnoaaTbCA.

6.C.20 NpepocTaBneHue pe3ynbTaTtoB NCCef0BaHNA

6.C.20.1 [TpedocmasneHue pe3ysiemamos ucciedosaHua KI3M u yuacmHukam ucciedosaHus

Kak otmeuanochb B [nase 6 — [MpoBegeHne K33 He3aBUCMMOW SKCNEePTU3bl NPOeKTa UcciefoBa-
HWA, NOC/e 3aBepLUeHNA UCCNefoBaHMA nccneaoBaTenm® QoMXHbl NpeacTaBmTb B K33 oTuet
W pe3ioMe Mo NosnyyYeHHbIM pesynbraTtaM. Ha 3Tom 3Tane nccnegoBatenn® Takyke OOMMKHbI
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NOATBEPAUTb CBOW NPEANOXKEHMS, N3NTOXKEHHbIE B 3asiBKe, B OTHOLLEHWM NybnunKaumm pesynb-
TaTOB UCCNEAOBAHMSA B HAYUYHbIX XXYPHanax Uiy pa3melLeHns pe3ynbTaToB B OTKPbITOM JOCTYMe
C MOMOLLbBIO APYTUX CPEaCTB.

JlioboMy yyacTHUKY MCCNefoBaHWA, MPU HAaIMUYUK C ero/ee CTOPOHDI »KenaHWus, fOKHa ObITb
obecneyeHa BO3MOXKHOCTb 03HAKOMUTLCA C BbIBOAAMM, CAEMNAHHBIMU B pe3ysbTaTe nccieno-
BaHWA 1 U3NIOMKEHHbIMW B OCTYMNHOW AnA NOHUMaHuA popme. XoTA npy NpefoCcTaBaeHNN 3TON
NHPOPMaLINN AOSIXKHbI COOMTIOAATLCA MHTEPECHI TPETLMX JINLL, TAKNX KaK CMOHCOP™® NcCrieioBaHNA
UM caMu uccrnegoBaTenn®, 3To He JAOMKHO CNYXXUTb NPUUYMHON NIMWEHNA YY4aCTHUKOB Ucce-
JOBaHMNA 3aKOHHOrO Npasa 3HaTb UCXOA NCCIefOBaHNA, B KOTOPOM OHU NPUHUMAanu yyactume.
OfHaKo pa3ymMHas OTCpOUKa MOXKeT ObITb Npremnemon (CmoTpuTe ganee).

MonyuyeHHble B NCCiefOBaHNN Pe3yIbTaTbl, KAaCaloWMeCs HbIHELWHEro U OyayLero COCTosHUSA
310POBbSA WM KauyecTBa XN3HW YUYaCTHUKOB, 06cy»kaatoTcs Bbiwe (CmoTpuTte pasgen 6.C.19 —
00643aTeNnbCTBO NO MeAULIMHCKOW MOMOLLM).

6.C.20.2 [IpedocmasneHue pe3ys1bmamos 0718 Hay4YHbix yesnel u yesnel 30pagooxpaHeHus

MpenocTaBneHne pesynbTaToB UCCIIEA0BaHIA ABMSETCA BaXKHbIM BHE 3aBMCUMOCTM OT TOro, Obiy1a
NN JOKa3aHa rmnoTesa ncciefoBaHus («NMoNoXMUTENbHbIN pe3ysibTaT»), bblia M ONpoBEPrHyTa
rmnoTesa UcciefoBaHnsa («oTpuLATENbHbBIA Pe3yNbTaT») AW pe3ynbTaTbl UCC/IeAOBAHNA He
MO3BONUAV CAENaTb OKOHYATENbHbIV BbiBoA. COKPbITVIE PEe3YNbTaTOB HE TOJIbKO OTpULaTENb-
HbIM 06Pa30M MNOBNVAET Ha UCCNIEQOBATENbCKUE HAUMHAHWSA, €CNT APYTUE NCCNIefoBaTENbCKIME
rpynmnbl He 6yAYT O HUX 3HATb, HO Y MOXET HEMOCPELACTBEHHBIM M OTPULIATENIbHBIM 06pPa3oMm
CKa3aTbCA Ha NaumneHTax, KoTopble MOTyT ObITb HaMpPacHO HabpaHbl ANA yYyacTusa B JINWHEM,
MOBTOPAIOLLEMCA NCCNIeloBaHNN. KpoMe TOoro, cMcTeMaTyeckoe HakomneHME 1 aHann3 pesyrb-
TaTOB SABMSIOTCA PELLAIOLLE BaXKHbIMU /151 COBEPLUEHCTBOBAHUS MEAULMHCKON MOMOLLM — OYEHb
pefKo pe3ynbTaTbl OQHOrO NPOoeKTa NCCNeOBaHNUS ABMAIOTCA HACTONIbKO OAHO3HAUHbIMMY,
YTO MOTYT HEMEAJIEHHO HalTWN CBOE OTPAXKEHME B KNMHMYECKONW NpakTuKe. Yaule nporpecc
3aBUCUT OT HOBbIX MCCIEA0BAHNI, KOTOPbIE MPOBOAATCA Y UHTEPMPETUPYIOTCA B KOHTEKCTE
cucTeMaTYecKrx 0630poB* BCeX OCTaNIbHbIX COOTBETCTBYIOLLMX M JOCTOBEPHbBIX JOKA3aTENbCTB.
Ecnn HekoTopble U3 3TUX AOKA3aTENbCTB, OTHOCALLMXCS K NpobnemMe UCCnefoBaHns, OCTaloTcA
HeonyO6MKOBaHHbIMY, COBOKYMHOCTb JOKAa3aTeNIbCTB OyAeT HEOOBbEKTUBHOM 1 MO3TOMY — HEHA-
aexHon. Torga naumeHTbl MOTYT NPOAOKATb MOyYaTb lIeYeHne, KOTOPOe GaKTUYECKN MOXKET
ObITb BpeHbIM, U HAOOOPOT — He NOoJyYaTb JIeueHre, KOTOPOE MO0 Obl MPUHECTU M MOJb3Y.

JononHUTENbHBIM MPOTOKONOM K KoHBeHLUN OBbefo 0 6MOMEeANLMHCKIX NCCNeR0BaHNAX
npeaycMoTPeHO TPpeGOBaHME, UTO B KOHLIE NCCNe0oBaHNA HEOOXOAMMO NPEACTaBUTb OTUET U
pe3tomMe Ha paccMoTpeHre K33, B cnyyae [OCPOYHOro NpeKpalLeHnsa NCCnefoBaHUA HEOOX0-
AMMO TaKXe YKa3aTb MPUUYNHBI NPEKPALLEHUA nccneaoBaHus. Kpome Toro, [JononHUTENbHbIi
MPOTOKON NpefycMaTprBaeT obecneyeHre B pasyMHbIi CPOK OTKPBITOrO AOCTYNA K pe3ysibTaTam
1 CoObLLeHME BbIBOAOB, CAENAHHBIX B pe3y/bTaTe UCCe0BaHUA, TEM yYaCTHKaM UCCNIeA0Ba-
HWS, KOTOPbIE 3aXOTAT C HUMUN 03HAaKOMUTbCA. [oaTomy K93U fomkeH ybeanTbCa, UTo nccne-
poBaTtenn® BblpaboTany NOAUTMKY Ny6AnKaumuy 1 YTo OHW O6CYAUNM 3TY NOMIUTUKY CO BCEMU
BHELUHVIMY CMOHCOPaMUN* 1CCefoBaHUsA B OTHOLEHUY OTCYTCTBYA 3amnpeTa Nno OroBopy Ha pac-
MPOCTPaHEHNe pe3ynbTaToB NccneaoBaHns. «O6oCHOBaHHasA» OTCPOUKa NyONnKaLMmn ABAETCA
npuemseMoii Afif Toro, YToObl He HAHECTU Bpep 3asBKe Ha MaTEHT, HO 3Ta NPUYMHA He JOJKHa
ObITb ONpPaBAAHNEM COKPbITUA PE3YNbTaTOB B TEUEHNE HEOMPEAENEHHO [JOJITOTO BPEMEHM.
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6. Hezasucumas smuyeckaa 3Kcnepmu3sa uccnedosamesibCKux npoeKkmoas

Ocobble Nnpobnembl CBA3aHHbI C HEOObEKTUBHOW NybnMKaLmern pe3ynbTaToB NCCNefoBaHNsA,
KacaloLmnXca HOBbIX BUAOB JieuyeHns, 0COBEHHO COKPbITUA «HEBNAronpuATHbIX» Pe3ysbTaToB
nccnenoBaHN IeKapPCTBEHHbIX CPeACTB. B uenax npotnBogencTena Takom NpeaB3aTocTy U
L5 TOro, YTOObl rapaHTMPOBATb NOCeAYOLWY0 Ny6MKaLuio pe3ynbTaToB, nccnegoBatenn®
LOJMKHbI PErmcTprpoBaTh BCE UCC/IeA0BaHMA, KOTOPbIE OHU HAUMHAIOT MPOBOAUTb, B OTKPbITOM
Ana goctyna peectpe. YneHbl K93 moryT cnocobcTBOBaTL STOMY ABUKEHUIO K MPO3PaYyHOCT
TeM, YTO BbIHECEHUE MK O[OOPEHUsA STUYECKMX acMeKTOB OyAeT BO3MOXHO TONbKO NP yCo-
BUW TakoW peructpauumn. Ecnm HaumMoHanbHOe 3aKOHOAATENbCTBO He MO3BONAET BbIHOCUTb
opobpeHue Ha 3ToM ocHoBaHUK, To K33U Bce paBHO foMKeH NpraepXmnBaTbCs NO3ULUN, YTO
noJsiHble pe3ynbTaTbhl UCCNefoBaHKA 6bIv caenaHbl Ny6IMYHO JOCTYMHbIMN.

6.C.21 O6¢TOATENbLCTBA, KOTOPbIE MOTYT NMPUBOAUTbL K KOHGNVKTY NHTEPEeCOoB,
BNMAIOLEMY Ha HE3aBUCMMOE MHeHWe uccnegoBaTtenen®

®uHaHcosble (CmoTpuTe Masy 6.C.22 — Onnarta 1 BO3HarpaxaeHus), MMyHble, akaleMnyeckume,
NoNTUYECKME N ApPYrve NHTePeChl He JOKHbI BAUATb HA MHEHME nccnefoBaTena® oTHoCK-
TeJIbHO UCC/IeAOBaHMA HU Ha OAHON ero ctaauu. [losToMy B 3asaBKe nccnegoBaTena® fomKHbI
6bITb N3N10XEHbI BCE 0OCTOATENBLCTBA, KOTOPbIE MOTYT NPUBECTU K KOHPNUKTY NHTEpeCcos.

Takxxe K33W poneH 6biTb MOCTaB/IEH B U3BECTHOCTb O JII0OOM MOTEHLNANBbHOM KOHPNNKTE,
€C/I1 Bpay BOBJIEYEH 1 B CaMO UCC/IeJOBaHMe, U B OKa3aHWe MeANLMHCKON MOMOLLM YYaCTHU-
KaMm. Hanpumep, sTnyeckn HenpremnembiM 6yeT BbI6Op fleUeHUst NaumneHTa Ui U3MeHeHmne
NeYeHus anAa uenen paclwmpenna Habopa y4acTHMKOB B MPOEKT ncciegoBanua. Ecnm atn
pOn HEBO3MOXHO pa3aenuTb, K33 moxeT noTpeboBaTbh obecneyeHna 4ONONHUTENbHbIX
Mep 3aLLUTbl, OCOOEHHO B OTHOLIEHUW NMONTYHYEHVA UHPOPMUPOBAHHOIO COMNACKA YYaCTHUKOB
(CmoTpuTe «lMoTeHUMaNbHOE HEHaANEXKaLLee BAUAHMEY).

6.C.22 OnnaTa v BO3HarpaxgeHus, npeayCcMoTPEeHHbIe B UCCNIef0BaHUN

B 3asaBKe, KOTOpas nogaeTca Ha paccmoTpeHune B K33, onKHbl ObiTb AeTasibHO OMMCcaHbl BCe
BbINaaThbl, NpegyCMOTPEHHbIe ANA uccnegosartenen®, nx nccnegoBateibCKMX opraHmM3auunm mn
yUYaCTHMKOB nccnefoBaHua. JaHHaa nHdopmaums gact KI3U BO3MOXKHOCTb COCTaBUTb MHEHME
OTHOCUTENTbHO TOrO, ABAAIOTCA NN aAeKBaTHbIMM NpeAroaraemMble Bbinsatbl Y BO3HarpakaeHms.

6.C.22.1 YyacmHuku

K33W ponxeH YOOCTOBEPUTDLCA, YTO BCE BbIMNJ1aTbl U BO3HArpa*kaeHmA, KOTopble 6yﬂyT npepno-
CTaB/ieHbl y4aCTHMKaM, COOTBETCTBYIOT Harpy3kam u Hey,D,O6CTBaM, CBA3aHHbIM C nccnenoBa-
HMeM, HO NMpPpn 3TOM ABNAKOTCA HE HAaCTOJIbKO BblICOKMMU, yTOObI CNOCOOCTBOBATH NMPUHATUIO
y4yaCTHMKaMn pPrUCKa, KOTOprIZ B HOW CUTYyaln OHN HE NPUHANN Obl. Bo3melleHune pacxonos
1 NoObIX d)I/IHaHCOBbIX 3aTpaT, NOHeCEHHbIX NPn y4aCTn B UccnieoBaHN, HE [OJTXHO pacCMa-
TPpMBaATbCA Kak HeHaaexallee BJinAaHne, npn ycaioBun, YTO OHO He COCTaBIAET 3HAYNTENIbHYIO
4yacTb AOX0Aa WY eAVHCTBEHHbI UCTOYHUK Aoxoaa Ana Yy4aCTHUKOB ncciiegoBaHmA.

6.C.22.2 iccnedosamenu*

WNccnepoBatenu®* gommkHbl AeTanbHO YKa3aTb BCe BbIMJ1aTbl, BO3HarpaxxaeHMAa nnm matepualb-
Hble 6nara, KOTOPbIE NMONy4yaT OHU NN X OpraHn3aunAa 3a npoBegeHne nccnegoBaHuA, yTOObI
K33W mor coctaBUTb MHEHME O TOM, AABAAIOTCA JI OHWN afeKBaTHbIMMU.
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6. Hezasucumaa smuyeckasa skcnepmusa uccedosamesibCkux npoeKkmoas

6.C.23 lNpepnonaraemble, NOTEHLMA/IbHbIE BapUaHTbl fafibHeNLLEro NCNosib30BaHus,
B TOM Ync/ie B KOMMEPUYECKUX Lensax, pe3ynbTaToB NcciefoBaHNA, AaHHbIX UIN
6uonornyecknx obpasuos

K33WM ponxkeH 6biTb MOCTaBNeH B M3BECTHOCTb O SII060OM BO3MOXHOM AajibHeNLWeM NCNoNb30-
BaHWV Pe3y/nbTaToB MCCNIEA0BaHUSA, KOTOPOE NPeayCMOTPEHO NCCNieaoBaTenaMmmn®. Hanprmep,
nccnepoBaTenn® MoryT yxke MiaHNpoBaTb NPefOoCTaBUTL Pe3ynbTaTbl ANiA 0ObefUHEHUS C
pe3ynbTaTaMmn CXOAHbIX HaYUHbIX UCCIEAOBaHMI B LENAX MX MeTa-aHanm3a*, unm nccnepoBa-
Hvie B 0611acTy 0JHOTO 3a601eBaHNA, TAKOTO Kak CaxapHblli AVAabeT, MOXXET HaNTN MPUMEHEeHNe
B 06nacTu apyroro 3aboneBaHus, HaNnpumep, cepAeYHOCOCYANCToro. Takaa NPo3pavyHOCTb
ABNAETCA 0COOEHHO BaXKHOM, €CJIN OXKMAAETCA BO3MOXXHOCTb KOMMEPYECKOTO NCMOJIb30BaHWSA
pe3ynbTaToB UCCnefoBaHNA. Kpome TOro, BCe yalle CTaHOBUTCA OObIYHOMN MPAKTKON XPaHUTb
AaHHble 1 6uonornyeckre obpasubl (CmotpuTe Masy 10 — Brionormyeckme o6pasupl, Nony-
UeHHble y CyObeKTOB NCCNIEA0BAHMSA) AN UCNONb30BaHMA B fanbHelweM. Takoe aanbHelwee
NCNONb30BaHVEe JOMKHO B MAaKCMMAIbHO BO3MOXHOW CTENEHUN MPeaBOCXUILATbCA NCCNeA0-
BaTENAMM*, MOCKOJbKY 3TO MMeEeT 60osbLLOe 3HAaUeHe AA Cnocoba XpaHeHWA TakUX JaHHbIX/
MaTepuanoB 1 Ans npouecca nosyyeHns MHGOPMUPOBAHHOTO COTNACUs.

6.C.24 NopAapok KomneHcaumm B ciyvyae NpuYMHEHns Bpeaa

Kak yeTko n3noxeHo B JonosHMTeNbHOM NpoToKosie K KoHBeHL M OBbeo 0 GBUOMeLMLIMHCKIMX
NCCNefoBaHUAX, OOON YYaCTHUK UCCNefoBaHWA, MOHeCcWw i ywepb B pe3ynbraTte yyacTua B
NCCNefoBaHUK, UMeEeT NPaBo Ha CNpaBea/INBYO KOMMEHCALMIO B COOTBETCTBMM C HaLMOHaSb-
HblM 3aKOHOZATENbCTBOM. YCIOBMA U NOPAAOK KOMMEHCALMM MOTYT 6bITb Pa3fIMUHbIMA B pa3-
HbIX CTPaHax, HO BO BCeX C/yyasax UccnenoBatenv® JomKHbI NpeactaBuTb B KI3W geTanbHyto
MHPOPMALIMIO O JIIOOOM CTPAXOBaHMM UM FAPaHTUM BO3MELLEHNA BPEeAa, HACTYMMBLUErO B XO4e
nccnenoBaHus.
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7.JInua, HecnocobHble AaTb CBOEe cornacue

MpuHLKMN 106POBOSIBHOrO MHPOPMUPOBAHHOIO COFMACKA YYACTHKOB ABAAETCA LIEHTPASIbHbIM
ANA 3TUYHOMO NPOBeAeHNs B1MoOMeaNLMHCKIX NCCneaoBaHuiA. Ho npoBeaeHne nccieqoBaHnin
Ha NloAX, HECNOCOOHbIX AaTb CBOE COrfacue, ABNAETCA BaXKHbIM AA YyYLleHNA ANarHOCTUKMY,
nevyeHusa 1 NPOGUNAKTUKM 3aboneBaHUN UK HapyLLEHWI B STUX rpynnax nuu. Mostomy, npu
ycnoBun cobntofieHnsa HeobXxoAMbIX Mep 3alUTbl, 3aKOH paspeLLaeT Takne UccnefoBaHus
(cmoTpuTe panee), n1ua, HeCNOCcobHble JaTb CBOE cornacue, BKoYvas geten (CMmotpute cxemy
7.2), He [OMKHbl NCKNIOYATbCA 13 YYaCTUA B COOTBETCTBYHOLLMX UCCIIEAOBAHUAX.

MNpexae uem paspewnTb Takoe nccnegoBaHune, KI3W gonkeH yaocToBepuTbCa, YTO Npeaso-
XeHue ABNAeTCcA HayyHO 06OCHOBAHHbBIM U He MOXKET ObITb PaBHOLEHHBIM NPY NPOBeAeHUN
1CcCneoBaHKsA Ha NLax, CnocoOHbIX AaTb CBOe cornacue. B obLem, nccnenoBaHme JOMKHO ObiTb
NoTeHLMaNbHO NOMe3HbIM A1 340POBbA YUAaCTHUKOB (MpAMas nonb3a) 1 niobble oXnaaemble
PVICKNM, BKOYAS PUCK B OTHOLLEHUN HEMPUKOCHOBEHHOCTW YAaCTHOW »KNU3HU, He JOKHbI ObITb
Hecopa3MepHbl NOTeHLManbHOW nosnb3e. B cnyyae ecnm oTcyTCTBYET BEPOATHOCTb MPAMON
NoJsib3bl, UCCNEAOBaHNA MOTYT NPOBOANTLCA, TONIbKO eC/ 3TO pa3peLlaeTca HaUWOHaNbHbIM
3aKOHOZATENbCTBOM, M C NPMMEHEHEM AOMNONHUTENbHbBIX Mep 3aLUTbl, BKNOYas:

i. nccnefoBaHve, HaueneHHoe Ha paclupeHrie HayYHOro MOHUMaHKA 6ones3Hu NN Hapy-
LWEeHNA Y YenloBeKa, KOTOPOe MOXKET MPUMHECTUN CYLeCTBEHHYIO NONb3Y YYaCTHUKY N
APYTUM NIOAAM C TaKUM e 1nv NoAo6HbIM 3a60n1eBaHNeM NN HapyLLeHNeMm;

ii. uccnepoBaHue Breyet 3a OO0V MUHMUMANbHBIA® PUCK U MUHUMANbHYIO Harpy3Kky* ans
yyacCTHUKa.

HecnocobHocTb OaTb CBOE Cornacne MOXeT ObITb YaCTMUYHOW UK MOSTHOWN, BpeMeHHOIZ, nepe-
MEHUMBOW WU NOCTOAHHON. (UTO KacaeTca uccnegoBaHuii B SKCTPEHHDbIX CUTYaUMAX — CMOTpUTE
FnaBy 8). BaxkHO, uTO MHOTrMeE ntoau, KOTOpPbIE HEMPABOMOYHbI aTb CBOE COrlacnue, MOryT, TeM
HEe MeHee, MOHATb HEKOTOPYHO Vchbopmauwo O npefjiaraemom nccnegyemom BMeLlaTenbCTBe™.
oT1a I/IHd)OpMaLI,VIﬂ OOJ1XKHa ObITb npencrtaBieHa NnoTeHyManbHbIM Y4aCTHMUKaM C TEM, yTOObI
Y3HaTb X TOTOBHOCTb K COTPyAHNYECTBY, B COOTBETCTBMA C UX CrNOCOBHOCTbIO K MOHMMaHMUIO,
N NX BO3pPaXeHUA NMPOTUB YyHaCTNA B NCCNegoBaHNW OO/XKHbI yBaXaTbCA.

YyacTtue B UccriefjoBaHNN YeNOBEKA, HECMOCOOHOrO AaTh CBOE COrflacue, AOXKHO ObITb creun-
aNbHO pa3peLleHO 3aKOHOM. Heobxoarmyto MpaBoBYHO 3aLMTy 06bIYHO 06eCneUnBaAET 3aKOHHbIN
NpeacTaBuUTeSb'2, KOTOPbIN JOSIXKEH NMOMYYMTb BCHO HaANeXallyto MHGOPMaLMIo 0 NpeanaraeMom
nccnegosaHuu. MNpn nogave cBOMX NpeanoXKeHnin No NposefeHnto nccnegosaHu B K33WU,
nccnepoBaTenu® fOKHbI BKITIOUNUTL JOKYMEHTbI, KOTOPble OHM HaMepeBatoTCA NPeAoCTaBUTb
3aKOHHOMY MpeACTaBUTENIO; CTEMNEHb AETaNIbHOCTY U3NTOMKEHUS AOMKHA ObITb TAaKOW Xe, KaK npwu
npegocTaBneHnn nHGopmMaLmm NPaBoCnoCcoOHOMY 1LYy, yY4aCTBYIOLLEMY B MPOEKTe Nccneno-
BaHuA. CneumanbHoe pa3pelleHmne 3aKOHHOMo NPeACcTaBUTENSA, KOTOPOE JOKHO ObITb JaHO B
NMMCbMEHHOWN GpopMe, yUNTbIBAET PaHee BbIParKEHHOE CYOBHEKTOM MenaHue U BO3paXKeHMe.
OpHaKo Takue npeacTaBuUTeNM He JOMKHbI Pa3peLlaTh yyacTue B UCCNefoBaHUN, eClN OHU
CYMTAIOT, YTO, HECMOTPSA Ha »KENaHWe NN OTCYTCTBME BO3PAXKEHNA Y JIMLLA, HECMOCOBOHOTO AaTh
CBOe cornacue, ccnefoBaHue NoBeyeT 3a OO0 Ype3MePHbIN PUCK MW HArpy3Ky A4S Hero.
3aKOHHbI NpeAcTaBUTENIb MOXKET OTKa3aTb B Pa3peLleHnm Ui 0TO3BaTb ero B itoboe Bpemsa 6e3

12.065A3aHHOCTV 3aKOHHOIO npeacTaBUTENA 3akioYarTCA B TOM, yTOObI npeacTaBiATb UHTEPECbI COOTBETCTBYHOLLETO
LA, HO 3aKOHHbIN npencrtaBuTeNb He ABNAETCA JINYHbIM aABOKATOM 3TOrO Ninda.
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ywep6a 4/ L@, MHTePEeChbl KOTOPOro OH NpeacTaBseT. Kpome TOro, 3aKoHHbIe NpeacTaBuTeNm
He [OSIKHbI NMOyYaTb HUKaKYIO JIMUHYI0 BbIrOAY OT fauu Pa3peLleHms Uv OT OTKasa B HEM.

Ha Cxeme 7.1 npeacTaBneHbl KtoyeBble BONPOChI, KoTopble K32 fomkeH paccMoTpeTb nNpu
aHanun3e NpPoTOKOoa NCCIIefoBaHMA C yYacTMEM ML, HECMOCOOHbIX AaTb CBOE COrnacue.

Cxema 7.1 OueHka K33U nccnepoBaHmaA € yyacTiem nnL, HeCNoco6HbIX faThb CBOe cornacue

- Pa3spewaet v 3aKoH NPOBOAMTb NCCIIeAOBaHUSA C y4aCTUEM UL, HECMOCOOHbIX AaTb CBOE
cornacue?

- YpoBnetBopseT N UccnefoBaHve BCeM COOTBETCTBYIOLWUM YCIIOBUAM AN NPOEKTOB
nccnefoBaHni € yyacTmem nnu, CnocobHbIX AaTb CBOe cornacume?
Kpome Toro:

- O6oCHOBaNM N1 NCcefoBaTeNV* HayuHY0 HEOOXOAMMOCTb MPOBEAEHA UCCNIEROBAHNA
C yyacTvieMm NnL, HeCnocoObHbIX JaTb CBOe cornacue?

+  EcTb nn Kakme-nnbo anbTepHaTUBbI AS1A UCCNe0BaHNA, ABNSIOWMECA CONOCTAaBMMbIMA B
nnaHe Hay4yHon 3GHEKTUBHOCTI, KOTOPbIE MOXKHO GblfIo Gbl MPOBECTU C YYacTUEM NNL,
CrocobHbIX AaTb cornacue?

- KakoBa npvipoaa HecnocobHOCTH AaTb cornacue?
- Kak 6ynyT oLleHMBaTb OTCYTCTBME CMOCOOHOCTM AaTb CBOE cornacue?

WccnepoBaHme ¢ noTeHUManbHOM NPAMON NONb30W ANA yYacTHNKA':

«  fBRAKOTCA NV PUCKN 1 HArpy3Kn NpriemsembiMy B CBA3N C OXUAAEeMON Nob3on AnA
yyacTHuMKa?

WccnepoBaHue 6e3 NoTeHUManbHOW NPAMON Mosb3bi:

- O6ocHOBanu N nccnefoBaTeNnn® HayuyHy HEOOXOANMOCTb lIAHHOIO TUMNa NCCefoBaHNA?

- Kak 6yayT oueHMBaTb MMHMMasbHbI PUCK* 1 MUHVIMAMbHYI0 Harpysky*?

- EcTb nn Kakme-nnbo crneumanbHble Mepbl 3al1Tbl, NPeAYCMOTPEHHbIE 3aKOHOM, 1 Kak
OHW BynyT cobnogatbca?

« B uem cocTtoAT nnaHbl AencTBUN nccnegoBatenen® B ciyyae HenpeaBuUaeHHbIX MCXOO0B
nccneposaHua? (Cmotpute B pasgene 5.A.1.2 «<Ponb K33 B npouecce npoBegeHus
nccnenoBaHmA»)

[NpaBoBble HOPMbI NpeAcTaBUTENbCTBA

+ KT0 ABNAETCA 3aKOHHbIM NpeAcTaBMTeNIeM, UMEIOLLMM NPaBO pa3peLlaTb yyactune?

+ Kakyto MHpopMaLmio NONyunT 3aKOHHbIN NpeACcTaBUTe b O NpeasiaraeMoM UCCIeOBaHNN?

+  KaK yyacTHuUKM nccnepoBaHus byayT yuacTBOBaTb B NpoLefype pa3pelueHmns?

- Kak 6ygyT permctprpoBaTbCs BO3PaXKeEHWA YHaCTHVKOB, U Kak OyayT yBEAOMATb O HUX
3aKOHHOrO NpeacTaBuTens?

+  EcTb nn Ha3zHauyeHHOe N1, KoTopoe ByaeT oTBeYaTb Ha Ntobble BOMPOCHI, KOTOPble MOTYT
BO3HUKHYTb Y yY4aCTHMKOB OTHOCUTENIbHO NCCIe[0BaHNA NN NPoLeaypbl paspeLueHna?

+ [MpenycMOTPeH v OT3bIB pa3peLLeHNs, KaK yYaCTHUKMN NCCIefoBaHUA OyayT y4acTBOBATb
B MPUHATMM peLleHna 1 npoLeaype oT3biBa paspelueHuns?

13.Cratbu 15, 16 1 17 LONOAHUTENBHOIO NPOTOKOSA O BUOMEANLIMHCKUX NCCefOBAHUAX.
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Cxema 7.2 iccnepoBaHuA Ha geTax

JleTn cocTaBnAOT OTAENbHYIO MOArPY NNy ML, HECMOCOOHbBIX AaTb CBOE COrnacue Ha yyacTme
B UCCNefoBaHNM. [1eTh — 3TO He MasieHbKIe B3pOC/ible, B YaCTHOCTU, Y HUX NO-APYroMy npo-
TeKaloT 3aboneBaHus, y HUX apyras Gr3nonorus n Metabonrsm nekapcTBEHHbIX CPeACTB. B
6ONbLUNHCTBE CllyYaeB, 3aKOHHbIM NPeLCTaBUTENEM, KOTOPbI pa3peLuaeT yyacTme pebeHka B
NccnefoBaHNK, ABNAETCS OAVH U3 poguTenei nnv oba poamnTens, unmn oprumanbHbIi ONeKyH.
OpHAKo 3aKOHHOE NPeACTaBUTENbCTBO MOXET OblTb Pa3HbIM B Pa3HbIX rOCYAAapCTBaX, U BCe,
UTO €ro KacaeTcs, JOMIKHO ObITb NPOBEPEHO CO CCbINIKON Ha HAaLMOHaNbHOE 3aKoHoAaTe b-
cTB0. C yUeToM CTeneHu 3penocTu (UTo He BCerga CTporo onpenenseTcs BO3pacTom), AeTu
LOMKHbI ObITb B MAaKCMaJIbHO BO3MOXKHOV CTeMNeHW BOBJIEUYEHbI B NMPOLIECC NPUHATISA peLue-
HKA 06 yYacTuv B UCCNefoBaHNM, HEOOXOAUMO NONYUNTb UX COrNacue (paspelleHne) nocsne
npepoCcTaBneHns Heobxoarmon nHpopmaLmu. Vix Bo3paxkeHus Bcerga cnefyet yBaxatb. [pu
PacCMOTPEHUN NPEANOXKEHWNIA NO NPOBeAEHMNI0 UCCNef0BaHMI HA AETAX U B 3aBUCUMOCTU OT
oueHKM uneHoB K33, K3 pomkHbl paccMOTPeTb HEOOXOANMOCTb NONTyUYeHNA KOHCYNbTa-
LMK Y TeX, KTO UMeeT OMnbIT B 061aCTV NeANaTpUUEeCcKmX NccnesoBaHWi.

I'Ipennonaraemoe Mcnosib3oBaHne nnaue6o y AeTeln JOMKHO ObITb TWAaTeJIbHO NPOaHann3n-
POBaHO K23U, PaBHO KaK 1 UCNoJjib30BaHne nnau,e6o y apyruxnmuy, HEeCrnoCco6HbIX OaTb CBO€
cornacue. B yacTHOCTUY, Ccnonb3oBaHme rmau,e6o Bcerga oOJ1I>KHO ObITb Hay4yHO 0060CHOBaHoO,
N ABNAETCA HEQONMYCTMbIM, eCJI NPUMEHEHNE nnau,e6o O3Ha4aeT HENCNOJIb30BaHNE 3¢¢GK-
TUBHOIO BO34ENCTBUA.

MNepeueHb BONPOCOB, KOTOPble MOTYT MOMOYb YiieHam K33 npuHATb pelueHune o Tom, byaeTt
N 3TUYHbBIM MPOBefeHVe NpeanaraeMoro ncciefoBaHmna Ha AeTAX.

- fAsnaetca nn n3yyaemoe 3aboneBaHue CI'IeLl,I/I(I)VIHHbIM ANA geTen N He aHaNornyHbIM
3aboneBaHuio y B3pOCJ'IbIX?

+ YRy4ywuT v nccnepoBaHne NoHMMaHVe pa3BuTrA pebeHKa u/vunv 6narononyyve B ninaHe
yNyyLleHns 300poBbs pebeHKa?

«  [lnA MeguKamMeHTO3HOrO NleYeHus, N3BeCTHa N GapPMaKOKUHETUKA Y B3POCIIbIX U OXKM-
[AeTcs nn, YTo oHa ByaeT NHOW Y AeTel, YTo AenaeT 000CHOBAHHbBIM MCCIefOBaHNE HA
JaHHOW BO3pacTHOW rpynne?

- flBnAeTcA nu neyeHuve, B TOM BMnae, B KOTOPOM OHO NpPOBOANTCA B3POCJIbIM, HENPUATHDbIM
NN CJIOXKHbIM ANnA npoBeaeHnA ﬂeTﬂM?

«  CynTaeTcsa in, YTo U3yyeHre 3a6oneBaHMA B3POC/bIX YXOAUT KOPHAMM B IETCTBO, U BEPO-
ATHO 1N, YTO NCCNIeOBAHME HA JETAX YNYULW T MOHUMAHVE Pa3BUTUA TAKOTO COCTOAHMS,
YTO MOXKET CNOCOBCTBOBATL €ro NPoduIaKkTnKe?

- [ns nccnenoBaHuii B 0c060 AennKaTHbIX 06M1acTAX, TakKUX Kak 3amnpeLyeHHoe UCnoJsib-
30BaHMe HapKOTUKOB, NMOJIOBAs XM3Hb B IOHOLIECKOM BO3pacTe WU CceKcyasbHOe Hacu-
nne, eCTb NN y UccnegoBaTtenen® afgekBaTHble CTpaTerny ANa pelweHnsa npobnembl
KoHbmaeHuanbHocTn?
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8.A KnuHnueckve cutyauum, Tpebyiouie HeOTN0XKHOIN MeANLIMHCKON
nomouwn

BBepeHue

KnuHunyeckue cutyaumm, TpebyioLivie HEOTIOKHON MeAULMHCKON MOMOLLY, - 3TO TaKu1e Cilydau,
Kora Heo6xoANMOCTb HEOT/IOXKHOI MOMOLLM AABJIAETCA HenpeaBuaeHHOW, a ObICTpble AeNCTBUSA
— HeobXxoANMbIMY, HaNPUMeP, OCTAHOBKA CEPALA, TAXKENbIV NPUCTYM, TPAaBMbl FOJIOBbI, OMNac-
Hble N4 XK13HW. DPPEKTUBHbIE BUbI TEYEHUA MHOTMX COCTOAHUIN, MPUBOJALLNX K CUTYaLUAM,
TPeOYyOLWUM HEOTIONKHOW MOMOLLM, BECbMA OFPaHNYeHbl, MO3TOMY UCC/IefOBaHUA ABASIOTCS
OYEeHb Ba)KHbIMW ANA Pa3BUTUA AoKa3aTesibHol MeanunHbl (EBM). be3 Taknx nccnepoBaHui
BPAZL /1 BO3MOXHO YNy4YlWNTb UCXOA ANnA nauyneHTtoB. OgHaKo NpoBefeHne nccnefoBaHun
B KJIMHMYECKMX CUTYaUUsx, TPEOYIOWNX HEOTNOKHON MeQULNHCKOW NMOMOLLM, ABASETCS 3TU-
yecku NpobIeMHbIM, MOCKONbKY HEBO3MOXKHO COOMIOAATh OCHOBHOE STUYECKOE U NPaBOBOe
TpeboBaHve nonyyeHus NHGOPMMPOBAHHOIO COMMACKA MALMEHTA, a TAKXKe, MOTOMY YTO IKC-
TPEHHOCTb CUTYaUMn feNlaeT OAMHAKOBO HEBO3MOXKHbIM MonyyeHure paspelieHmsa (CmotpuTe
MaBy 7 — ViccnenoBaHma B 0COObIX CUTYaUMsaX) Ha ydacTve cyObeKTa B uccnegoBaHun. Ho B
VCKITIOUYUTENBbHbIX CJTyYasx HaLMOHaNbHOE 3aKOHOAATENbCTBO MOXKET pa3peLlaTb MCcneoBaHUA
6e3 cornacua/paspeLleHnsa Npu yCroBumn cobniogeHna cTpornx mep 6e3onacHocTu.

8. A.1 YcnoBua 3awWunTbl

N3 gByx toprpmyeckn obaszatenbHbIX €BPONENCKUX JOKYMEHTOB, KacaloWwmxca bromeamumH-
ckmx nccnegosaHmin (CmotpuTte Masy 4 - MNMpaBoBble acnekTbl) — AupekTtnea 2001/20/EC n
JononHuTenbHbIn npoTokon Coseta EBponbl 0 GrioMeanLMHCKIX NCCNefoBaHNAX — TONbKO B
MpoTokone paccMaTpUBalOTCA UCCIe[OBaHNA B HEOTIOMHbBIX CUTyauusax. [ononHUTeNnbHbIM
npotokonom (Ctatba 19) NpegycMoOTpeHbl crefytoLme yCnoBraA 3aLnTbl:

i nccnenoBaHme He MOXKeT ObITb npoeseneHo C AHaNOrMYyHoOM 3¢¢eKTVIBHOCTblO B CUTYyalnAX,
HE ABJTAOLWNXCA HEOTNTIOKHbIMW;

ii.  npoeKT 6biN cneymnanbHO paspeLleH NPUMEHUTENIbHO K HEOTNIOXKHBIM CUTYaLMAM; 1

iii. nob6oe paHee BbipaXXeHHOe BO3pa*KeHe y4aCTHMKOB, O KOTOPOM M3BECTHO nccnenoBa-
TeNAM*, HOMKHO yBaXaTbCA.

lpoToKon pa3pellaeT NpoBeAeHe NCCeoBaHN 6e3 NoTeHUMANbHON NPSAMOW NMoJb3bl NPW
cobnofeHY JOMONHUTENIbHOMO YC/IOBUA 3alLMTbl, KOTOPOE 3aK/oYaeTcA B TOM, YTO UCCeno-
BaHMe OOJIXKHO MOoBJieyb 3a cO60 He bonee YeM MUHMMANbHbIA PUCK® 11 He 6oJslee ueM MUHK-
ManbHYI0 Harpy3ky*. Hanprmep, npv TpaBmax rosioBbl Takoe NCCefoBaHVE MOXKET BKITIOYATb
CKaHVPOBaHVEe MO3ra C Liefblo NosyyeHnsa 6osbLien nHGopMaLmum o0 TOM, Kak TpaBMa NpUBoOanT
K HabyxaHuio mo3ra.

HakoHeL, [JononHWUTEeNbHbIM NPOTOKOJNIOM NPefyCMOTPEHO Tpe6OBaHI/|e, YTO B BO3MOXXHO KOPOT-
Kne CPOKN y4aCTHUKaM nccnengoBaHnAa nnn, B COOTBETCTBYOLWMX CJTydasAaX, X npeacTaBUTENTAM
OOJ1KHa ObITb npencrtaBiieHa BCA HagneXxallaAa I/IHd)OpMaLlVIFI 06 y4yacTtnn B nccnefoBaHnm m
OOJIKEH ObITb 3afiaH BOnpoc 00 1x cornacuu nnu pa3pelweHn Ha npoaoKeHne y4actus. Ecnn
cornacme nnnm paspeleHne He faetTca, y yLIaCTHVIKa/3aKOHHOFO npenctaBuUTeNnA OOJIXKHa 6bITb
BO3MOXHOCTb I'IOTpE6OBaTb NCKNTIDYEHNA U3 nccnegoBaHmA BCeX NONTyYEeHHbIX NePCOHAJIbHbIX
OaHHbIX.
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8.A.2 DkcnepTunsa K351

Ha Cxeme 8.1 npepactaBneHbl KitoueBble BOMPOCHI, KOTOPblE JOMXHbl PacCMOTPETb UNEeHbI
K33 npwm aHanun3e NpoeKTOB, KaCatloLMXCA KIUHUYECKUX CUTYALNIA, TPEOYIOLMX HEOTIOMKHON
MeANLNHCKOWM MOMOLLMN.

Cxema 8.1: KnioueBble Bonpocbl AnA aHanusa K351

+ Bo3moxHo nn NnoJIy4nTb CXOA4HbIe pe3ynbTaTbl MPY NpoBeEAEHUN NCCNEeNO0BaHMA CyYaCTUuem
NOAEN, He HaXoAALWMXCA B CNTYyauunAax, Tpe6y|ou.u/|x HEOTNIOXKHOW MeAVLIMHCKONM nomoLun?

«  byayT nu yyacTHUKM nccnegoBaHmA B COCTOAHMN, KOTOPOE He NO3BOAMUT UM MPUHATb
MHOOPMMPOBAHHOE peLleHne?

+ HackonbKo 3KCTpeHHOW ABNAeTCA cUTyauua? ABnAeTca N NUMUT BPEMEHU HaCTONbKO
MeCTKUM, YTO He NO3BONUT HANTW NpefCTaBUTENEN ANA NONyYeHNA paspeLueHmna?

« MoxeT nu uccnegoBaHve NPUHECTM NOTEHUMANbHYO NPAMYIO MOMb3y YYacTHUKaM
nccnenoBaHma?

- Ecnun noteHumanbHom I'IpﬂMOI7I NOJib3bl HET, HAUENeHOo JIn nccnegoBaHmne Ha nonyyvyeHme
PEe3ynbTaToOB, KOTOPbIE MOTYT MPUHECTW NMONb3Y APYTMM Y4aCTHUKaM nccnegoBaHnA nnm
apyrum niogAam C aHanormnyHbim Hap)ILLIeHVIEM/COCTOFIHI/IEM?

- Buem 3akntovatotca PUCKN U Harpy3ka, CBA3aHHbIE C nccnegoBaHvem?

. I'Ipm OTCYTCTBUA I'IOTeHLlI/IaJ'IbHOVI I'IpﬂMOVI NoJib3bl ABAAKOTCA 1N PUCKN N Harpy3kKa
MWUHUMaNbHbIMI?

- Kakue npouenypbl npegycMOTpeHbl NCCNefoBaTenaAMn® ans rapaHTMpPOBaHNA TOro, YTO:

> pa3pelweHune 6y}J,ET NnoJly4yeHo oT I'Ipe}J,CTaBI/ITeJ'IEVI Yy4aCTHUKOB nccnegoBaHmMA B COOT-
BETCTBUW C 3aKOHOM?

> BCA Hagfiexallas I/IHd)OpMaLl,I/IFI, KacCalolwaACAa y4aCTuA B NMPOeKTe nccnenoBaHus, 6yp,eT
npenoctaBnieHa y4aCTHUKaM WUJIN, B COOTBETCTBYOLWNX ClyYaAaXx, X npeactaBUTenAam B
BO3MOXHO KOPOTKME CPOKK Nocsie BKNIOYEHNA YH4aCTHUKOB B nccnefoBaHme?

» BOMPOC O COrMachm Ha y4acTrie Un O pa3peLleHnn NPOAOIIKEHUA yYacTvA OyaeT 3agaH
B BO3MOXKHO KOPOTKIME CPOKM NOCsIe BKIUEHUS YYaCTHUKOB B MCCNeloBaHNe?

8.B Jlnua, nnweHHble cBOo6OAbI*
8.B.1 [lpepucnosune

OnpepfeneHne TepM1Ha «nLa, MNLLEHHBIE CBOOOAbI»* OCHOBbIBaETCA Ha CTaTbe 5 EBponelickom
KoHBeHUMM 0 NpaBax yenoBeka. Jlioan MoryT 6biTb MLLEHbl CBO6GOAbI HE TONTbKO MO NPUYNHAM
6e30MacHOCTU (Hanprmep, 3a COBEPLIEHMWE NPECTYNIEHNA HAa OCHOBAHWUM CUCTEMbI YTONTIOBHOTO
NpaBoCyAns [3aKnioueHHbIe]), HO 1 Mo APYrM NpUYMHaM (HaNnpUMep, B CBA3U NPeLCTaBleHNEM
yrpo3bl ans cammx cebs n/vinu gpyrux). Kniouesas npobnema 3akoyaeTcs B TOM, YTO Takue
noav NpeacTaBnAlT cobo 0COBEHHO YA3BUMYIO FPYMMy NOTEHLMANBHBIX YYaCTHUKOB UCCefo-
BaHWI U3-3a VX 3aBUCUMOCTV OT APYTX B OTHOLIEHWMN MPEAOCTABNEHNA UM eibl, MEAULIVHCKON
NMOMOLLM U JPYr1X YCIOBUIA KN3HeeATENbHOCTA. MoNHOe NTHOPUPOBaHUE TaKKX Noaen B
niaaHe BO3MOXHOCTY YUYaCTVA B UCC/IEA0BAHMAX MOXET HABPEAUTb UM, OrPaHUYMBas JOCTYN K

50




8. ViccnedosaHus 8 ocobbix cumyayusx

3¢bdeKTUBHOMY, @ MHOTAA U KU3HEHHO BaXKHOMY JleyeHuto. OfHaKo B HEKOTOPbIX CTPaHAX Takue
NccnefoBaHNA ABMAKOTCA HE3AKOHHbIMU.

8.B.2 B yem 3aKnoy4alTCA 3STUYECKME Npobnembi?

XoTa orpaHmnyeHme npoeseneHnA NCCnefoBaHUN C ydyacTtmem JaHHOM rpynnbl 1AL BCe eLle pac-
CMaTpMBaeTCA KaK Mepa 3allnTbl NMpaB YenoBeKa C Lesiblo nNpeaoTBpalleHnAa HeHagneXatlero
o6pau.|,eH|/|ﬂ/Hacvmvm Hag 3TUMUN YA3BUMbIMU NLLlaMn, NOJIHbIN 3anpPeT Ha UX y4aCTne MOXET
MMeTb HeratueBHble NOCNeACTBUA MO ceayownm npnvynHam:

MccnepgoBaHmne moxet NPUHECTN NOTEHUMaNbHYIO NMONb3y ANA y4aCTHUKOB nccnegoBaHA n, B
onpeaesieHHbIX Cny4danx, ydactne B nCccnefoBaHv MOXeT 6bITb eQVIHCTBEHHOW anbTepHaTn BOW
OTCYTCTBUIO NNeYEHNA NN He3(|)¢eKTI/IBHOMy JlievyeHunio;

WccnefoBaHme B LENOM MOXET MPUHECTY NOTEHLMANBHYIO MOMb3Y NMLAM, MLLEHHbBIM CBOOOAbI,~
Hanpumep, yCTOMYMBbIN KO MHOTUM JIEKAPCTBEHHbIM NpenapaTam TybepKynes sBAAeTCA OUYeHb
pacnpocTpaHeHHbIM 3aboneBaHEM Cpeay 3aK/OYEHHDIX;

HakoHeL, y nuu, nnweHHbIX CBO6OAbI, OCTAeTCA NPABO Ha aBTOHOMMIO, U TO3TOMY OHU JOJTXKHbI
MMeTb MPaBO peLlaTb, y4acTBOBaTb UM B OIOMEANLIMHCKOM UCCNeA0BaHNM U HET.

MNepBble ABa aprymMeHTa ABAAOTCA OUYEHb CUIIbHBIMY, MOCKObKY i. 3anpeT Ha yyacTue B Nccneso-
BaHMsX, KOTOPbIE MOTYT NMPUHECTV NOTEHLMANbHYIO NPAMYIO NOJb3y (0COOEHHO B TEX CUTyaLnAX,
Korga nccrefoBaHue ABNAETCA e4MHCTBEHHON afIbTEPHATUBOW) HE MOXET 6bITb 060CHOBaHHbIM;
n ii. 6e3 npoBeeHNs NcceJoBaHUN Ha ONpPeaeneHHbIX KaTeropuax L, MMWeEHHbIX CBO6ObI,
(HanpuMmep, Ha 3aKIOYEHHbIX) Obl10 Obl HEBO3MOXHO pa3pabaTbiBaTh CNOCOOLI leUeHNA Hapy-
LEeHUIA, KOTopble ABNATCA CneundruUHbIMK ANA HUX/UX cpeabl.

CnepoBaTenbHO, B LUeHTpe BHMMaHUA C TOYKKN 3PEHNA 3TNYECKON npnemnemoCcT HaxoguTtca
npo6nema npoesegeHnA Tex nccnenoBaHum ¢ ydyactnem nmu, nnieHHbIX CBO6OJJ,bI, KOTOpble
HEe HeCyT B cebe NOTeHUMAaNbHYIO NOJIb3y ANA TaKNX nogen. Ho paxe B Takux aydadx, nosn-
HOE UCKJTloUeHne 3Ton rpynnbl vy 13 I'IO,D,O6HbIX nccnenoBaHum 6b1510 Obl HeMNpaBWbHbIM,
NOCKOJ1IbKY 3TO MPOTUBOPEYNT NpuHUMnNy CO6J'IIO,D,EHI/IFI Mnx npaea Ha aBTOHOMUIO.

KnioueBan npobnema gns K33, npexge yem paspelumnTb Nlloboe ncciefoBaHne ¢ yyactmem
NN, NULLEHHBIX cBOOOAbI, 3aK/0YaeTcA B TOM, YTOObI yAOCTOBEPUTLCA, UTO BYAYT MPUHATHI
Hag/iexalle mepbl 3alMTbl A1 NPefoTBpaLleHNA HeHagnexallero obpatleHmsa ¢ Takumm
yyacCTHMKamu. B peanbHOCTU B HEKOTOPbIX CTPaHax Takue mepbl 3aluUTbl B HacTosALLee Bpems
OTCYTCTBYIOT, 1 1O 3TON NPUYMHE NCCNIeOBaHNA BCe elle OCTalTCA Noj 3anpeTom, Mo KpanHen
Mepe, YaCTUYHO.

8.B.3 Kputepuu BKntoueHusA B nccnegoBaHue

B Tex CJlyydasX, korga, B COOTBETCTBMN C HaLUMOHa/IbHbIM 3aKOHOAATEJIbCTBOM, NCCNnefoBaHNA C
ydyactmem AaHHON rpynnbl Ny pa3peweHbl, TOMUMO o6u.|,e|7| 3alnTbl y4aCTHUKOB nccnenoBa-
HWA, AOJTXKHbI NPUHMMATbCA ocobble Mepbl 3alnTbl. CTaHﬂapTHble Mepbl 3alnTbl, NPUMEHUMDbIE
KO BCEM TMMaM NCCNeqoBaHUM, npegycmatpuBatrowinx BMeLLATeNIbCTBO* B OpraHM3m YyeJioBekKa,
B YaCTHOCTWU — npepoTBpalleHne noboro HEeHaANneXxalwero BInAHNA, TakKXe NPpMMeHNMbI K
ncanegoBaHMAM C ydyactmem nuud, IMWEHHDbIX CBO60ﬂbI*. [JononHuntenbHble Mepbl NPYMEHUMDbI
KunccneaooBaHmAm 6e3 noTeHUManbHOM I'IpFIMOVI NMonb3bl.

51



8. ViccnedosaHus 8 ocobbix cumyayusax

8.B.4 lononHuTenbHble Mepbl ANA UCCeqoBaHU 6€3 NoTeHUMaNbHOW NPAMOI NOb3bl

Haunbonee TouHbIM MeXAYHaPOLHbIM OPUANYECKM OKYMEHTOM MO 3TOMY Bonpocy B EBpone
asnaetca JononHutenbHbi NpoTokon CoseTta EBponbl K KOHBEHUMM O NpaBax yenoBeKka n
6uomeanLMHe, KacaloLminca 6UOMeAULNHCKNX NCCIIe[OBaAHMIA, B KOTOPOM YCTaHOBJIEHbI TPU
0CO0bbIX KpUTepUs Ans TakUX NCCNefoBaHUI:

i. nccnefoBaHvie C CONoCcTaBUMON 3PPEKTUBHOCTBIO HE MOXET ObITb MpoBefeHO 6e3 yyacTua
NN, NNLWEHHBbIX cBOOOAbI®;

ii. ncanegoBaHne HaueneHo Ha BHeECEHME BKada B KOHEYHOE OOCTUXKEHME PE3YNbTaTOB,
KOTOPbIE MOTYT NPUHECTV NOoNb3y Jinuam, TNLLEHHbIM CBO6OL|,bI*;

iii. uccnepoBaHue BneYeT 3a COH60V TONbKO MMHUMASBbHBIV PUCK* U MUHMMAasIbHYO Harpy3Ky*.

MepBble ABa KpUTEpUs NPeLOTBPALLAIOT UCMOSb30BaHME UL, IMLLEHHbIX CBOOOAbI, Af1A MOMb3bl
LPYrux nofen, He NuLIeHHbIX cBo6oabl. Takm obpa3om, ecnu Lenn uccnefoBaHma MoryT
6bITb JOCTUTHYTbI MOCPEACTBOM NPOBEAEHUS NCCNEA0BAHNA C yYacTUEM UL, HE JINLIEHHbIX
cB0O6ObI, CCNEfoBaAHME C yYacTUEM JINL, INLIEHHbIX CBOOOAbI, HE JOMKHO ObiTb pa3peLleHo
K npoBeaeHuto. bonee Toro, gaxe npu cob6nOAEHNN NEPBOro KPUTEPUSA, NCCNIeOBaHME He
AOJMXHO NPOBOAMUTBLCA, €C/IN €r0 KOHEeYHasA Liefb He 3aKoYaeTcsA B Nosib3e ANA UL, TNLWEHHbIX
cBo6opbl. MNocnenHWin KpUTEpPUIn OrpaHNYNBaAET UCCNIELOBAHNA TEMY, KOTOPbIE BbI3bIBAIOT HE
6osiee YeM MUHUMASIBHBIN PUCK* 1 MUHUMasbHYIO0 HarpysKky*. Bce Tpu Kprtepusa no3BonsioT
n3bexaTb HESTUYHbIX NCCNIeAOBAHMI HA INLAX, INLIEHHbIX CBOOObI.

8.C bepemeHHOCTb N KOpMNeHne rpyAablo
BBepeHune

BriomeanumHCcKre nccnegoBaHusa € ydacTremM 6epeMeHHbIX KeHLUMH BaXKHbl 1A HAaKoMIeH A
3HaHWI O COCTOAHUAX U NTeYeHNM 3a60sIeBaHWUI, CBA3AHHbIX C 6epeMeHHOCTbIo. DTN 3abosieBa-
HUA MOTYT HaBPeaUTb KeHLWMHe, Nnogy uin um obonm. ViccnegoBaHme MOXET MMETb UK He
MUMeTb MOTEHUMANbHY0 NPAMYIO Nonb3y. B OTHOLWEH 060UX TUNOB UCCNELOBAHNIA [OSMHbI
cobnofaTbca oblme Kputepumn, NPUMeHMMble KO BCeM nccnegoBaHnam. Kpome toro, K33U
LOJKEH YOCTOBEPUTBCA, UTO UCCNejoBaHMe He MOXeT OblTb NPOBeAEHO C CONOCTaBMMOM
3bbEKTMBHOCTBIO C yUacTMeM ApYyrux nogen.

[na nccnepoBaHWiA C NOTEHLMANbHOM NPAMON NOJIb30M, NPY aHanM3e COOTHOLEHWA pucKa/
OXMAAeMol Nonb3bl HEOHXOAMMO YUUTbIBaTb creynduyeckyo cutyalmo 6epeMeHHOCTH.
WNccnepoBaHma 6e3 noTeHLUManbHOM NPAMON NOJb3bl OMKHbI ieNaTh BKNa4 B KOHEYHOe JOCTU-
MeHue pe3ynbTaToB, KOTOPble MOTYT MPUHECTU NOMb3Y APYTMM XeHLUHAM B OTHOLLEHWM pernpo-
LYKTUBHON QYHKLMM AN ApYrM niogam. B Takux nccnefoBaHUsaxX KpUTtepuv MUHNManbHOrO
pucka* n MMHMManNbHOM Harpy3Kkn* ABnATCA 06A3aTeNbHbIMK ANA CO6MOAEHUS.

Mpw npoBefeHVM NCCNefoBaHUI C yYacTUeM KOPMALLMX MaTepelt HeobXoAMMO NPOSABNATL OCO-
60e BHMMaHe Ansi NPefoTBpaLLeHNs TtoO0ro HeXenaTebHOro BANAHUS Ha 340P0Bbe pebeHKa.
8.D KnacTepHblie paHAOMU3NPOBaHHbIE NCCNef0BaHNA*

KnacTepHble paHgoMuM3npoBaHHble nccnegoanua* (KPU) npnobpetaioT Bce 6orbliee 3Have-
HVe cpeau NCCeAOBaHNI B 0611acTy 06LLECTBEHHOTO 30POBbA 1 3APABOOXPAHEHUS, TO3TOMY
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yneHbl K33W gonHbl 3HaTb 0 cneunduryeckrx npobnemax, KOTopble CBA3aHbl C TaKMMK UCCTie-
aosaHnaMW. B KPY paHgoMmmsauumv gna geneHna Ha KOHTPOsibHble rpynbl U Fpynnbl, B KOTOPbIX
6yneT NpoBOANTLCA BMELLATeNbCTBO, MOABEPraAlOTCA He OTAENbHbIE NOAM, @ FPYNNbl ftoaen —
«KracTepbl», pe3ynbratbl ONpefenanTca No yYacTHUKAM BHYTPY Takumx KnactepoB. KPU Takxe
N3BECTHbI KaK rpynnoBble paHAOMU3MPOBaHHbIE NCCIEA0BAHMA UAN PaHAOMU3NPOBaHHbIE
nccnefoBaHKA B COOOLLECTBax.

KPU perynapHo nprvMeHsATCA B UCCefOBaHWAX, CBA3aHHbIX C MAacCOBbIM obcnefoBaHmeM
nonynAumi (HanprumMep, Npy Mmammorpaduryeckrx obcnefoBaHNAX Ha NPeaMET BbiABIEHMA paKa
rpyav) v BMellaTenbCTBaMuy ANA KOppeKUn noBeaeHUs (Hanprumep, Ana CHUXKEHNA OXUPEHMSA),
B TE€X CNyyasx, Korga nHAuBuAyanbHasa paHaoOMM3aLUma MOXET NCKa3UTb aHanmn3 pe3ysnbTaTos.
Hanpumep, ecnn B onpeaeneHHon reorpadryeckon 3o0He npoBedeHa paHaoMmu3auma noaen
NHANBUAYaANbHO Ha TEX, KTO MOMAAaEeT B CKPUHMHT, U Ha TeX, KTO He MOMaaeT B CKPUHUHT, TO Te
N1La, KOTOPbIM NPeanoXeHo obcneloBaHNe, MOTYT paccka3aTb 06 3TOM 3HAKOMbIM, He NonaB-
LM B MCCIlefoBaHMe B pe3yfbTaTe paHLoMU3aLMK, Y OHU MO COOCTBEHHON MHULNATMBE MOTYT
npownTn o6cnegoBaHne. AHaNOrMYHbIM 06Pa30M, MALMEHTbI B KITMHUKE, KOTOPbIM MPeanoKunm
BMELLATESIbCTBO B LiesAX KOPPEKUMY Beca, MOTYT NoAennTbCA 3TON MHPopMaLmer C aopyrumm
nayneHTaMu KIANHUKK, 1 3aTem B6yfeT HEBO3MOXHO onpefenuTb, ObI1o v BMeLWaTenbCTBO
30 EeKTUBHBIM.

KPU Takke NPOBOAATCA B TEX C/Ty4anX, Korga nccnegoBaHne npegycmatpmuBaeT pa60Ty onpepe-
JIEHHOIO NepcCoHana B KIMHUKe. Hanpvwiep, npun oKasaHnn I'IGpBI/NHOI;I MeANLVNHCKOM MOMOLLN,
YTOObI YBUAETD, ABNIAETCA NN MHOANBUAYa/IbHOE NpocBeLeHne no npo6neme CaXapHoro ,u,vla6eTa,
ocyuiecTenaemoe MeﬂCGCTpOIh JJ,I/Ia6eTI/I'~IeCKOFO oTaeneHus, 6onee nonesHbiM OnAa naumneHTos,
CTpajarownx Ll,l/la6eTOM, yem CTaHﬂapTHbIVI MeTo[ I'IpOCTOI7I pa3fayn I/IH(I)OpMaLI,I/IOHHbIX JINCTKOB
ANA CaMOCTOATENbHOro uYteHuA. na peweHnA 3TOW 3aauu KINNHUKMN, ocyuwecTenawowme nep-
BUYHYIO MeONLNHCKYHO MOMOLLb, 6yﬂ,)/T PaHAOMU3NPOBaHbI ANA NPOorpamMmmbl UHOANBUAYAJIbHOIO
npoceeweHnA n CtTaHaapTHOrro noaxoaa.

KPW aBnAaoTcA BaXKHbIMW 11 ANA Pa3BMBalOLWLNXCA CTPaH, HanpumMep, Npun nccnefoBaHMAX, Haue-
JIEHHbIX Ha OUEeHKY BNMAHNA HOBOI'O TUMNa BaKyMHaUn npoTmB VIHd)eKLI,I/IOHHbIX 3aboneBaHui.
nOCKOﬂbe BaKUMHaUMA OKa3bIBa€T NpAMOE BJINMAHNE Ha YyBCTBUTENIbHOCTb Y€J/IOBEKA K VIHd)eK-
LN n KOCBEHHOE BNNAHNE Ha pUCK nepenayn I/IH(I)EKL[VIVI apyrmmniogAam, HoBadA BakuHa AOJ1XKHa
6y,qu BBOAUTbCA onpenesieHHbIM rpynnam nogen, a pe3ynbTatbl 4OJ1XKHbI 6y,EWT CpaBHMBATbCA
C pe3ynbraTaMiu B rpynrax, He nony4yaslwnx HOBYH BaKUNHY.

CratucTtnyeckuii aHanuns KPU sBnsietca 6onee CNOXHbIM, YeM CTAaTUCTUUECKUIA aHAaNN3 NCCnefo-
BaHWIA, B KOTOPbIX NPOBOAMIACH PaHAOMM3aLMA OTAENbHbIX Ntofein. B undbopmauun, nogasae-
MO Ha paccmoTpeHme B K93U, nccnepoatenn® gonmkHbl 060CHOBATb MPUMEHEHME KNAacTEPHOTO
AM3aiiHa; B NOAABAEMON Ha PacCMOTPeHVEe MHGOPMALMM TaKXKe AOMXKHO COAepaTbCcA 060CHO-
BaHVe TOro, YTO CTaTUCTUYECKNE METOAbI, Npef/araeMble NCCNEA0BATENAMMN*, HAANEXALLUM
06pa3oM COOTBETCTBYIOT NPOLIECCY HAYYHOTO aHanwm3a.

ITnyecKmne BOMpoChl, KOTOPbIE AOMKEH paccMoTpeTb KI3MW: i. cornacme Ha KnacTepHyo paHZo-
MM3aLuIo U1 ii. cornacue oTAeNbHbIX L, HA OCYLLIECTBNEHNE BMeLIaTeNbCTBa*. Tak, B pumepe ¢
MamMMorpadurueckum obciefoBaHEM B LIENIAX BbIABNEHWA paKa rpyau Y XKeHLWWH He cnegyeT
MPOCUTb MHAMBUAYANbHOIO COMNAcKA Ha BKIIOUYEHME UM HE BKIIOYEHME B CKPUHUHT UX reo-
rpaduueckoii 30Hbl. OfHAKO Y KEHLLMH, MOMNABLKX MO pe3yfibTaTamM PaHAOMM3auMmn B rpynny
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o6cneioBaHUs, He06X0AMMO NONYYUTb COMNlacKe Ha NpoBefeHne MaMMOrpadum, N XeHLUHbI
13 06eux rpynn AOSIXKHbI NOYUYUTb MHPOPMaLMo 06 nccnefoBaHUN. AHaNOrMYHbIM 06pa3om, B
npviMepe ¢ BakUMHaLUen He cnefyeT CnpalimBaTh Cornacue oTAeNbHbIX UL Ha PaHAOMU3aLMI0
NX PalloHOB, HO Mepeq NPoBeAeHeM BaKLMHALMM HEOOXOAMMO NONYYNTb UHAMBUAYANbHOE
cornacue.

K33 TakKe DO/MKeH yaOCTOBEPUTLCA B TOM, UTO ByAyT MCNONb30BaTbCA Noaxoasalve cpes-
CTBa NPeACTaBNEHUA UHTEPECOB IPYMMbl B LENIOM — MEXaHU3M NPeACTaBUTENbCTBA FPyNMbl
WX 3alWUTHKK. DTO ONpeaenmnT yyacTie rpynnbl B NpeasiaraeMoM UCCNefoBaHUmM U caenaeT
BO3MO>HbIM OT3bIB COrlacuA rpynnbl, €CN UCCeoBaHMe NepecTaHeT yunTbiBaTb MHTEPECHI
rpynnbl. Hanprmep, B 3aBUCMMOCTI OT 06CTOSATENBCTB, MOAOOHbIV MEXaHV3M MOXKET Npeaycma-
TpYBaTb NPUBJIEYEHNE PYKOBOAUTESA OPraHOB 3[paBOOXPaHEHNA — A1l MaMMOTpadpuryeckoro
ob6cnegoBaHnaA, AW FPynnbl CTAPeNLWiH AePEBHY — ANIA UCCIIeA0BaHNA HOBOW BaKLUHbI.

Taknm 06pa3om, ofobpeHe NCCIIe[OBaAHMA CO CTOPOHbI KI3W 3aBMCUT OT MexaHn3Ma npeg-
CTaBUTENIbCTBA FPYMMbl, MOATBEPXKAAIOLLEro, UTO NpeasiaraeMoe ucciefoBaHvie 6yaeT B MHTe-
pecax rpynnbl (M He N3MEHEHWW 3TOrO MHEHMA B MOC/eAYyOWEM), U Haanexalmux npoueayp
VIHd)OpMVIpOBaHVIﬂ M NoJIy4eHNA cornacna oTaeNbHbIX y4aCTHMKOB NCCenoBaHUA.

54



9. MexxayHapopgHble nccnefoBaHunA

[poeKTbl nccnefoBaHMn YaCTO MPOBOAATCA HA TPAHCHALMOHAIbHOM YPOBHe, No3ToMy K33U
B OQJHOW CTPaHe MOKeT 3anpoCuTb AS1A aHanmn3a NPOTOKONbl NCCIIeAOBAHMI B APYFUX CTPaHAX.
WHorpa nccnepgoBaTenbckme rpynrbl, PacriosioXeHHble B Pa3HbIX CTPaHax, COTPYLHMYAIOT Mo
eflHOMY NPOoEeKTY. B pyrux cnyyasx HaxoasLmecs 3a pybexxom nccnenoBatesibCkue opraHu-
3aunm GUHaHCUPYIOT NCCNef0BaHME, KOTOPOE AOIKHO NPOBOAUTLCA B KOHKPETHOW CTPaHe Uiu
CTpaHax, 1 3aeNcTBOBaHHbIe NcciefoBaTenmn® MoryT ObiTb Kak 13 CTpaH, rae 6yaeT npoBoanTbCA
nccnefoBaHue, Tak U U3 cTpaHbl rHAHCMpYtoLWeln opraHu3aumm. Hanpumvep, nccnegosaHue
Tponuyeckol 605e3HN, Takol Kak Mansapus, 06bIYHO [OMIXKHO NPOBOAMTLCA B TEX CTPaHax, rae
baKTnyecky cylwecTByeT Takas 60ne3Hb, HO GrHAHCUPYIOLLAA OPraHN3aLMA MOXKET HAXOOAUTHCA
rae yrogHo.

9.A MynbTHaUOHaNbHble NCCNIef0BaHNA: SKCNEepPTU3bl
B pa3nnyHbix K33U

KaxkzbI MpoeKT MynbTUHALMOHANbHOMO NCCNEef0BaHUA OMXKEH NOAABaTbCA HAa PaCCMOTPEHME
K33W pnAa sTnyeckom sKCnepTr3bl B KaXKAOWN CTpaHe, rae npegyCMOTPEHO NpoBefeHmne nccne-
[AoBaHuA (MpuHUMN n3noxeH B Ctatbe 9 [JONONHUTENbHOIO MNPOTOKOMa O BOMEANLNHCKIX
nccnegoBaHusx). iccnepoBaHme fomKHO MPOBOAUTLCA TONIbKO B TEX CTPaHaXx, B KOTOPbIX K93
[la/ NoNoXMTeNIbHOE 3aKstoueHue. [ToMMO NoSTIoXKeHN 06 06LLMX Mepax 3aLwnTbl, B Anpektuse
2001/20/EC Tak»e NponuMcaHo cneuranbHoe npoueaypHoe TpeboBaHue Aisi MHOTOLEHTPO-
BbIX KIIMHWUYECKUX NCCNIeA0BaHNIA®, 3annaHNPOBaHHbIX K NPOBeAeHMI0 B 6onee Yem OgHOM
rocypapcTee-uneHe EC, npefycmaTpuBaioLLee, UTo Kaxaoe rocygapcrao-uneH EC pomxHo gatb
OflHO 3aK/oyeHne K33, 6e3oTHOCUTENbHO KonnyecTBa KOOW, 3a4eNCTBOBAHHbIX B KaXKAOM
rocyfapcrae.

KntoueBas aTnyeckan npobnema mMynbTMHaLNOHANbHbIX NCCNeOBaHNIA 3aKoYaeTca B BO3-
MO>XHOCTU TOF'O, YTO B Pa3HbIX CTPaHaX MOTyT ObITb pa3Hble CTaHAAPTbI A1 3aLWMTbl Y4aCTHUKOB
nccnepoBaHua. [JlononHuTenbHbIN npotokon CoBeTa EBponbl 0 6MoMeaANLMHCKNX NCCeoBa-
HUAX peLuaeT 3Ty npobnemy (Ctatba 29) B 06LMX YepTaX, NpeayCcMaTpUBas, UTo eCsiv CMOHCOPbI*
nccnepoBaHna U/Wnmn nccnegoBaTenn® B rocygapcTeax, nognucaslunx NpoTokon, niaHmpyoT
npoBefeHe UV PYKOBOACTBO UCC/IeJOBaHNEM B FOCYAapCTBaX, He MPUCOeANHMBLINXCA K
MpOTOKONY, OHWN JOMKHbI FAPaHTUPOBATb, YTO UCCeloBaHVe ByaeT COOTBETCTBOBATb NMPUH-
LMnam, yCTaHOBNEHHbIM MpOoTOKoNOM.

MpakTnyecknn sonpoc ana K335, aHannsmpyowero nccnefoBaHme, 3anjlaHnpoBaHHOe K
NPOBeAEHNIO Ha MEXAYHAPOLHOM YPOBHE, 3aK/lo4aeTca B TOM, YTOObl YAOCTOBEPUTLCSA, YTO
npeaycMoTpeH Hag/1eXxallnii MexaHn3m obecneyeHnsa COOTBETCTBUA NPOBeAeHNA NccnefoBa-
HUA OOLLENPUHATOMY KOMMNEKCY STUYECKMX CTaHAAPTOB. 3TO MOXET 03HauaTb nosiyyeHne odpu-
LinanbHOro cornalleHmna CoOHCOPOB NCCNefoBaHMA/nccnegoBaTenein® 0 Tom, YTo uccnefoBaHue,
KoTopoe OHM GMHaHCUPYIOT/NPOoBOAAT, OyaeT perynmpoBaTbca o6LWenpUHATLIMI STUYECKUMN
npuHUMnamn 6e30THOCUTENbHO MecTa NpoBeAeHUa nccnegosaHna. K35, yHKUnoHrpyowmnm
B pPa3HbIX CTPaHax, BO3MOXHO, MOHaA00MTbCA NOAAEePKMBaTb HEMOCPEACTBEHHYIO CBA3b APYT C
[PYroM, MOMHSA MPY 3TOM O He3aBUCMMOM XapaKTepe peLueHnii K33 1 o nobbix SOMUHMPYOLWMX
KyNbTYPHbIX Pa3nnymax, 0CO6eHHO B OTHOLWEHUN MHGOPMUPOBAHHOTO COrNacus.
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9.B Cneuundumnuyeckne npobnembl NnpoBeAeHNA NCCIeAO0BaHNN
B pa3BuBaloLMXCcA obuecTreax

TepMuH «pa3BurBatoLLeecs 06LLECTBO» MOXET OTHOCUTLCA HE TOMbKO K CTPaHe B LIeSIOM, HO U1, YTO
TaKXe Ba)KHO, K onpefeneHHbIM CI0AM HaceneHus unm cooblyectTsam B CTpaHe, ABNAIOLWeENCa
pa3BWTON B OAHMX acreKTax, HO HeAOCTaTOUYHO PA3BUTON B APYrX. ITUYECKMe Npobembl, CBA-
3aHHble C IpoBefeHNEM NCCNIE[0BaHNI B Pa3BMUBAIOLLMXCA 06LLecTBaX, 0COOEHHO 1ccefoBaHUN
C BHeLWHUM GUHAHCMPOBaHKEM, MPUBAEKAIOT K cebe MHOIo BHYMaHUS; HECKOJIbKO MHTEpPHaLNO-
HaslbHO MPU3HAHHbIX OPraHn3aUni BbINyCTUAN PYKOBOACTBO MO 3TOM Teme. HeKoTopble acneKTbl
OCTaOTCA CMOPHbLIMU, 1, B KOHEYHOM UTOTe, MMEHHO uneHbl K93W, a Takxe nccnegosartenn®
N CMOHCOPbI MCCNeAOBaAHNI JOMKHbI CaMUn ANnAa cebsa pelnTb, KakuM 06pa3omM NoaxoanTb K
PELLEHVIO 3TUX, MHOTAA CIOXKHENLUMX, NPOo6ieM, CBA3AHHbIX C 06CY>KAaeMbIMU NPeaNoXeHUAMN
no uccnefoBaHUAM. B HeKOTOpbIX criyyasax y HUX 6yfeT BO3MOXKHOCTb 06paTUTbCA K Haumno-
HanbHbIM PYKOBOACTBAM, pa3paboTaHHbIM B pa3BMBalOLENCA CTPaHe, KOTOPbIe YUUTbIBAOT
cneumduryeckmne nokasnbHble NOTPEOHOCTUN U KYNBTYPHbIV KOHTEKCT. Kpome Toro, peanusyrortca
COrnacoBaHHble YCUINA MO PaCLUMpPEHMIO BO3MOXHOCTEN NpoBedeHna skcneptmsbl K33U B
pa3BUBaOLLNXCA CTPAHAX.

B npuHunne, cywecTsyeTt o6u.|,ee cornacue no aeayrwmm NyHKTam:

. OpraHmsaumm M3 Pa3BUTbIX CTPaH 06bIYHO He OOJIXKHbI nogaepXmnBatb NCCnenoBaHUA, npe-
cnepytoLme CBOM COOCTBEHHbIE LieN, C yYacTVeM NIOAEN U3 Pa3BMBAIOLLMXCS OOLLEeCTB, eCnn
nccnegoBaHMe MOXXHO CpaBHUTENTIbHO XOPOLWO NpoBecT B Pa3BUTOM C006I.I.I,eCTBe mnnnm B
Pa3BUTON CTpaHe.

+  TNpuurHon ansa npoBefeHUA nccnefoBaHna OyaeT ero 3HayeHve 4j1A 300POoBbA NN NOTPeb-
HOCTell 3apaBoOXpPaHeHNs obLLecTBa, B KOTOPOM OHO 3aMnflaHNPOBAHO K NPOBeAeHUI0, Kak
B KPaTKOCPOYHOW, TaK 1 B JONTOCPOYHOW NepcreKkTunae.

- Cocobon TWaTebHOCTbIO HeO6XOJJ,l/IMO obecneuynBatb, YTOODI counmanbHble N SKOHOMKNYe-
CKMne 0b6CTONTENbCTBA B pa3B|/|Ba|ou4e|7|c7-| CTpaHe:

— He OKa3blBanu HeHaa/1eXallero BIUAHUA Ha JIIOAel B OTHOLWEHUN yYyacTUsi B UCCNeRo-
BaHMM, OCOOEHHO eCNN yYacTUe B MPOEKTE NCCIe[0BaAHNA MOXET ObiTb € AUHCTBEHHbIM
Cnoco6om nonyyYeHna MeAMLIMHCKON MOMOLLY;

—  MPY BO3MOXXHO HEJOCTAaTOUHbIX KOMMYHUKALMAX HE CHUXKanv CObnofeHns nccnegosare-
NAMU*/CNOHCOPaMM NCCeoBaHMA NPaB U MHTEPECOB OTAESbHbIX llofen 1y obLiecTsa
B LI&JIOM.

- WccnepoBaHus 6e3 noTeHUManbHOM NPSMOiA MONb3bl ANA 340POBbs TPebyoT 0CO6EHHO
TwarenbHoro aHanmsa K33/, ¢ yueToM COOTHOLLEHUS PUCKA U OXKNAAEMOI NOMb3bl A5
YUYaCTHMKOB B KOHKPETHbIX 06CTOATENbCTBAX M YC/IOBUAX UCCNEf0BaHNA.

+ [inA KOHTPONbHOW rpynmnbl B KOHKPETHOM MUCCNIEA0BAHNUN, YHaCTHUKAM, MOMaBLUUM B 3Ty
rpynny, LOMXKeH NpeaiaratbCsl METOA C AOKa3aHHON 3P EKTUBHOCTBIO A1A U3yYaemMoro
3aboneBaHUA U HapyLeHus. ECin 3To HenprMeHVMO, NccnefoBaTeNy JOMKHbI 060CHOBATb
CBOE peLleHNe U NPeIoXKNTb B KaUeCTBE MAHNMAJIbHOTO CTaHAAPTa OKa3aHNA MegULIMHCKON
MOMOLLM HAVYULWWIA METOA, MPUMEHAILMNIACA AN AAHHOTO 3a60N1eBaHUA U HApYLIEHWSA
B HAaLMOHaJIbHOW CUCTEME 34PABOOXPAHEHUSA B COOTBETCTBYIOLLEN Pa3BMBalOLLECsA CTPaHe.
Mpw aHanu3e K93U pomkeH B 0COGEHHOCTM yunTbIBaTb TOT GaKT, UTO U3yyaeMblii METOS
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neyeHUs MoXeT ObITb HeQOCTYMNeEH B HacToALLee BPeMA MECTHOMY HaceneHuto. Camo no
cebe 3TO He [OMKHO MCKJIYaTb BO3MOXKHOCTb NPOBeAeHNA NCCIeA0BaHNA MO STUYECKM
npyYnHam, Ho MHGOPMaLMsA ANA YY4aCTHUKOB NCCIefOBaHNA JOJIXKHA BKOYaTb B cebA ogHo-
3HaAUHble Pa3bACHEHWA MONOXKEHNS.

Kak v gna OPYyrmx mynbTMHauMOHaJIbHbIX NCCNefoBaHNIN C BHELLHMM d)I/IHaHCI/IpOBaHI/IeM,
SKCNepTn3a K33 ponxHa npoBOANTbCA KaK B MPUHUMaOLWNX CTPpaHaX, TakK N B CTpaHe
CMOHCOopa. JlokanbHas SKCNepTn3a nMmeet ocoboe 3HauyeHune OnA coCtaBsieHNA MHeEHUA 06
3TUYecKomn npnemnemocT nccieoBaHunA B COOTBETCTBN C o06blyasamMmun 1 Tpaanunamm cooT-
BETCTBYIOLEro O6U.l,eCTBa.

HeO6XOﬂVIMO yoenATb 0C060€e BHMaHne noJly4eHUIo ropnandyeckn OeNCTBUTENIbHOIO I/IHd)Op-
MUPOBAHHOIO Ccornacma OT y4aCTHUKOB, BKNKOYaA npuenevyeHne HageXHbixX noCcpeqHNKOB
B Hagnexawux cnyyaax gnAa rapaHTMpoBaHMA TOrro, YTo 3HaYeHne 1 nocneacTBnAa y4actmA
6WJYT MOJIHOCTbIO MOHATLI. B yacTHoCTN, 6ynyu.u/|e YYaCTHUKW OOJTXKHbI MOJIHOCTbO MOHUMaTDb,
YTO UX'ydactme ABnAeTcAa NCKITIYNTENbHO ﬂO6pOBOJ’IbeIM N YTO OHU MOTYT CBO6OAHO OTKa-
3aTbCA OT y4aCTnA NI B noboe BpemMA OTO3BaTb CBOE COorlacne 6e3 noTepu opyrnx npas.
XoTAa HUKaKkom aJibTepHaTUBbI NHANBMAYANIbHOMY COIMMacuio HeT, MeéHTaJ/lbHaA I'IOTpE6HOCTb
NnOoTeHUMaNbHOIo y4yaCTHMKa NOCOBETOBATbCA CO CTapWUM YJIEHOM CeMbU NN Naepom
COO6LLleCTBa OOJTXHa yBaXXaTbCA; B HEKOTOPbIX CJIy4aAX TaKOro 4enoBeka Hago 6yp,eT npo-
KOHCYNbTUPOBATb, NpeXxxae 4em NMHTepPeCcoBaTbCA corflacmem oTaesibHOro yd4aCtHuKa.

Heobxoammo 3apaHee NpoBecTy 06CyKAeHre C COOTBETCTBYIOLMMYM CTOPOHAMM B pa3Bu-
BaloLLIEMCA COOBLLECTBE O NlaHax Ha UCCNefoBaHve Y NPeaoCTaBEHNN Pe3ybTaToB yyacT-
HVMKaM UCCNefoBaHUS U MECTHOMY HaceneHuto. B oXxnagaHum pesynbtaTtoB UCCiefoBaHus,
MMeILLNX KaKylo-nMbo nonb3y ana Tepanun, o6cy>KaeHne AOMKHO BKITOUYaTb U TO, KaKim
06pa3om cpeacTBO NeueHnA/NPodUNaKTMKA MOXKET CTaTb AOCTYMNMHbIM HA MECTHOM YPOBHE
nocsie OKOHYaHNA NCCNeaoBaHNA.
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10. Bnonornueckne o6pasubl, Nonyyaembie
y CyObeKToB nccnenoBaHuA

Mcnonb3oBaHue yenoBeveckmx 6ronornyecknx 06pasLoB CTaHOBUTCA BCe 6onee BaXKHbIM AN
6UoOMeaNLIMHCKIX UccneaoBaHuii. No3Tomy yyacTHUKN UcCrnefoBaHUs 1 OOLLEeCTBO JOMKHbI
6bITb yBEpPEHbI, YTO ObpalleHre C TaKUMK MaTepuanamm u ux ncronb3oBaHve byaeTt KoOHU-
OEHUMNaNbHbIM 1 OTBETCTBEHHbIM. TakKe Ba)KHO, YToObl toGble cO6paHHble YenoBeyeckme
6uonorrnyeckme obpasLbl NCMOSb30BaNNCh ONTUMANbHO, YTO NO3BONIUT U30EXKaTb HEHYXXHOTO
NonyyYeHna HOBbIX MaTepunasnos.

O6pasLbl, Nonyyaemble y Cy6beKTOB UCCIIeAOBaHNA C LieSIblo CMONb30BaHNA B CCNIEA0BAHUN,
LEeNnATCs Ha ABe 6onblune KaTeropum:

i O6pa3Ll,bI, npegHasHa4eHHble A1 HEMEeOJIEHHOIO NCMOJ1Ib30BaHUA B NMPOEKTE Hay4YHOro
ncanenoBaHuA; n

ii.  o6pa3subl, NpeaHa3HaYeHHble AN1A XPAaHEHUA B LENAX UCMONb30BaHMUsA B OyayLiem.

Paznnune He siBnsieTcs abCOMOTHBIM B TOM CMbIC/IE, YTO YacTb o6pa3u,a MOXET ObITb NCMOSb30-
BaHa Cpas3y Xe, a OCTAaTOK — COXpaHeH AJ1A NCNOJ1Ib30BaHUA B JanbHenwem.

DTnyeckne npobnembl NCCNeaoBaHNN BUONOrMUYecKx 0bpa3L 0B YesioBeka COCTaBASAIOT ABe
rpynnbi:

i npobnemMbl, KacaloLmecs nepBoOHaYasbHOro NosyyeHna obpasLoB, KOTOpoe 0bycnaBnu-
BaeT HEOOXOAMMOCTb GM3NYECKOrO BMELLATeNbCTBA® — 3TO e AUHCTBEHHBIN CllyYal, Korga
¢dur3nyeckan LeNnoCTHOCTb YeNoBeKa HaXo4UTCA Mo Yrpo3oi 1 oblwmue Mepbl 3aLWnTh,
Kacalowmeca buomMeanLNHCKIX nccneaoBaHnii (Hanpumep, Maea 7 - Jlvua, Hecnoco6-
Hble faTb CBOE COrflacue) NPUMEHAINTCA TakKXKe KaK 1 Npy APYrnX NHTEPBEHLIMOHHbIX
nccneaoBaHUAx®;

ii.  nNpo6nembl MHPOPMUPOBAHHOIO COrNacKA/paspeLleHa N KOHOUAEHLNANBHOCTH, Kacato-
Lecs NCMosib30BaHMA U/ XpaHeHKA NonyYeHHbIX 06pa3uoB. BTopas rpynna npobnem
NnpvBneKaeT K cebe 0co60e BHYMaHUE U ABNIAETCA MPeAMETOM PYKOBOZCTB, BbiMyLLEHHbIX
HECKONbKUMW MeXAYHAPOAHbIMI 1 HAaLMOHaNbHbIMY OpraH13aumamMm.

3akoHopaTenbHas 6a3a B 3To 06nacTy B EBpone obecneurBaetcst KoHeeHuumen OBbeo CoBeTa
Eeponbl 1997 r. n PekomeHgauuamm (2006 r.) 4 no nccnegoBaHnam 6GUoormyeckux matepma-
noB Ntoaen-goHopoB. KoHeeHuumen (CtaTbA 22) NpefycMOTpeHO TpeboBaHUe JOOPOBONLHOMO
NHPOPMMPOBAHHOIO COrNacKA YYacTHMKOB Ha XPaHEHME 1 UCMOMb30BaHWe MaTepuanoB AN
Lienen, OTNYAIOLLMXCS OT TEX, ANA KOTOPbIX OHW OblIM MonyyYeHbl. Kpome Toro, oHa npegycma-
TpuBaeT (CTaTba 21), UTO OPraHM3M YesIOBEKA M €70 YaCTX KaK TaKOBble He fIOSKHbI MPUHOCUTD
duHaHcoByto NprbbIb. CaMo no cebe 3To He UCKIYAET NNLEH3UPOBaHNA/MPOAAXM NPaB Ha
NHTENNEKTYaNbHYI0 COOCTBEHHOCTb, BbITEKAIOLLMX 113 UCCIIeA0BaHUS, B KOTOPOM UCMOMb3YOTCA
Takre obpasubl (T.e., TO Ke cCaMoe KacaeTcs NPaB Ha APYryio MHTENNEKTYallbHY0 COOCTBEHHOCTD),
HO 3TO O3HAYaeT, YTO AOHOPbI TAKUX MaTepPMaNoB AOMKHbI ObITb MPONHPOPMMPOBaHbI O BO3-
MOXHOCTW UCMOJIb30BaHMA 3TUX MaTEPUANOB B KOMMEPUECKUX LIENAX. DTO TaKXKe O3HAYaEeT, UTo
nccnefoBaTeNy He JO/MKHbI NPOAaBaTb MaTepuasbl Kak TakKoBble paau Nprbbiiu, 1 YTo JOHOPaM
3TX MaTepPUasoB He JOMKHO NpeanaraTbca GrHAHCOBOE NOOLLPEHME 3a MPeOCTaB/IEHNE TaKNX
06pa3LoB (gonyckaeTca KOMMNeHcauusa pasyMHO 060CHOBAHHbIX PaCcXOf0B).

PekoMeHaaLMsi OXBaTbiBAaeT BMELWIATENbCTBA® C LieNblo NoMlyYeHnsa 06pa3LoB Ans XpaHeHua
ANA 6yayLWwmx NCCnefoBaHUIA U TakKe AanbHenWe nccnefoBaHva, NPUHLAMDI, perynmpyouve
nonyyeHme obpasLoB, 61obaHKM MONYNALMIA, NCNOMb30BaHME COXPAHEHHbIX PaHee MaTepUasnoB
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10. bBuonozuyeckue obpasyel, nosy4daemeie y cyb6veKkmos uccie0o8aHus

B LienAax nccnegoBaHmA (Hanpvuvlep, OCTaTO4YHbIEe MaTepualbl, Noy4YeHHble ANA KINHNYECKUX,
nccnenoBateNibCKUX MM KPUMNHaIUCTUYECKNX u,ene|7|).

B PekomMeHAaLMAX N3N0XKeEHbI TPEOOBAHMS, COTMAaCHO KOTOPbIM UCC/IEA0BaHMA Ha MaTepuanax
OT NII0AEN-AOHOPOB JOMKHbI MPOBOAUTBLCSA TONIbKO NOC/E HE3AaBUCUMOW HAYUYHOW 1 STUUECKOW
3KCNepTu3bl 1, oTpaxkas KoHBEHLMIO, NPU YCIOBUN, YTO NCMOMb30BaHUE TaKMX MaTEPUANOB OCY-
LLIeCTBNIAETCS TONbKO B TOM 06beMe, Ha KOTOpbIN jan cornacue goHop. lanee B PekomeHaaumsx
3aTparvBaeTca KiouyeBas npobnemMa ana akcneptusbl K33U — cteneHb, B KOTOPOW YYaCTHUKNM
MOTYT 6bITb MAEHTUGULMPOBaHDBI MO KX OUONOTNYECKM 06Pa3LLOM U CBA3AHHBIM C HUMK Nep-
COHasbHbIM JaHHbIM. B 06Lem, naeHTUGMLNPYEMOCTb MOXKET AOCTUTAaTbCA HEMOCPEACTBEHHO
- Yepes conpoBoXKAalLLve NepCcoHasnbHble faHHbIE, UM ONOCPEAOBAHO — Yepes Kof, KOTo-
PbIii MOXET XPaHWUTbCA y UCCnefoBaTeNen, Nbo y TpeTbel CTOpoHbl. HengeHtudurumnpyemblie
MaTepuarnbl — 3TO MaTepurasbl, B OTHOLIEHWW KOTOPbIX, MPU MPUIOXKEHNM Pa3yMHbIX YCUINIA,
HEeBO3MOXHO onpefennTb foHopa. Korga K33W aHanu3mpyeT npefnoxeHve, Kacawolleecs
6ronorMyecknx obpasLoB YeIOBEKA, OHY JOMKHbI YOeAMTbCS, UTO MOHVMAIOT CTEMNeHb UAEH-
TdULMPYEMOCTH, Npeanaraemyto cciefoBaTeNsIMU.

Korga K93W npocAT paccmoTpeTb NPeAioxKeHVA, Kacalowmeca co3gaHna Uiv Ncnosib30BaHnA
cobpaHHbIX 06pa3LoB 1 brobaHKoB Nonynsaumi, K93 onkHbl yaoCTOBEpPUTLCS, YTO B Nped-
NOXXEeHUUN NPeayCMOTPEH YAOBNETBOPUTENbHbIN MEXAHV3M KOHTPONA, N YCII0BUA, PErYInpyto-
LMe JOCTYN K UCMOMb30BaHMI0 06pa3LoB B LesX NCCIe[oBaHA, ABAAIOTCA HAA/EXaLWUMI 1
Npo3payHbIMN.

Ha Cxeme 10.1 npencrtaBieHbl KaTeropnm Kno4veBblX npo6neM, Kacalowmnxca nosyvyeHna n
XpaHeHnA 61ONornYecknx o6pa3u,0|3 yesnioBekKa.

Cxema 10.1 KnioueBble npobnembl, Kacatowmecs skcneptusbl K33U

- TlonyyeHune 06pa3LOB, NPUYPOUEHHOE K ANArHOCTUYECKUM W/UAN TepaneBTUUYECKUM
uenam — 0obpoBonbHOe NHPOPMIMPOBAHHOE COrlacue, Kak 1 A JIloO60N KNMHUYECKoM
npoueaypbl; XpaHeHVe B COOTBETCTBUMN C PEFYNNPYIOLLMM NOCTAaHOBIEHUAMM, Kacato-
LMMKMCA 30PaBOOXpaHeHUs; BHe cdepbl aKcnepTr3bl K3

« MonyyeHrie 06pa3LOB ANA ANArHOCTUYECKNX/TepaneBTUYECKUX Lienel U ANnA Lenei ncce-
[A0BaHUsA (IBOVHOE NCMOJIb30BaHNE) — 4OBPOBOIbHOE MHPOPMIMPOBAHHOE COrfacKe Ha
o6a T1na UCnonb3oBaHWA; ANA XPaHEeHUA — CMOTPUTE aanee

- TMonyuyeHrie 06pa3LOB TONbKO ANA Lenel nccneaoBaHns (a) Ana onpepeneHHoro npo-
eKTa U1 NpoeKToB nuccnepoBaHuii; (b) ana xpaHeHusa ana nocnegyowmx NPoeKToB ¢
LieNsiMK, aHASTIOMMYHbIMI NePBOHAYANbHBIM LIENAIM NCCNefoBaHNA, UV AN JpYyrviX uenen
- 106pOBOIbHOE MHGOPMUPOBAHHOE COrNacre A1 KOHKPETHOrO MPOEKTa U/unm 6yayLmx
NPOEKTOB, KOTOPbIE HET BO3MOXXHOCTV NPEABUAETb B AAHHBI MOMEHT 1 KOTOpble ByayT
3aBuCeTb OT MacluTaba chepbl cornacus foHopa

- TNonyueHne o6pa3sLoB AnA XpaHeHUA B 6obaHKax — coTpuTe Bbile NyHKT (b).
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[MpunoxeHwune

Moccapuin
BmewaTtenbctBa (Interventions)

Bce BMelLaTeNnbCTBa, KOTOPbIE OCYLLECTBAAIOTCA AN Lene ncciefoBaHma B obnactu npodu-
NAKTUKK, AVArHOCTUKM, NIeYeHNA UK peabunmTaunn, Bkyas dbrsnyeckne BMellaTe/bcTBa
1 nobble apyrne BMeLWaTenbCTBa, NoApasyMeBaloLwye pUCK Ans NCMXonormyeckoro 340po-
BbA COOTBETCTBYIOLLETO YenioBeKa. TepMUH «BMeLIaTe/IbCTBO» C/IeAyeT MOHUMATb B LWMPOKOM
CMbIC/E, MIMEHHO Tak, KaK OH Ucnosb3yeTcA B KOHBEHL MM 0 NpaBax YenoBeKa 1 buomeanumnHe,
T.€. BK/oYan nobble AeNCTBUS MEAVLIMHCKOTO XapaKkTepa 1 BMellaTeNbCTBa B 340POBbE UK
6narononyuve nogen B pamkax CUCTEM 34pPaBOOXPAHEHNA UK NIIOObIX APYTUX YCIOBUIA Ana
Hay4YHO-UCCNeaoBaTeNIbCKUX LeNen.

3akoaupoBaHHble gaHHble (Coded data)

HaHHble, KOTOPbIE€ NO3BONAKOT ONpeaennTb COOTBeTCTBYIOLLl,I/IXJ'IlOLlEIz, K KOTOPbIM OHU OTHOCATCA,
nyTemMm nMcnojib30BaHMA KOAa, K KOTOPOMY MOJib30BaTe/1b fJAHHbIX UMEET A0CTYM.

NpeHnTuduumpyemble gaHHble (Identifiable data)

[laHHble, KOTOpPbIE NO3BOAAIOT ONPEAENUTb — IMOO HeNoCPeACTBEHHO, NGO NOCPeaCTBOM NpUMe-
HeHMA Kofa — COOTBETCTBYIOLLMX JIIOAEN, K KOTOPbIM 3TV laHHble OTHOCATCA. ioeHTndnumpyemble
[laHHble AeNATCA Ha 3aKOAMPOBAHHbIE AaHHble* 1 CBA3aHHble aHOHUMHble (06e3/InYeHHbIe)
JaHHble*,

UCCNEOOBATEJIU (Researchers, investigators)

DTO Bpauu 1 NnUa, 3aHMMaLwmeca npodeccMoHaNbHOM AeATe/IbHOCTbIO, OnpeaeneHHoN B
rocynapcTBe Kak McCnefoBaHUs, NOCKONbKY AN1A OKa3aHMA MOMOLWM NauuneHTy TpebyeTtca
HayyHoe 060CHOBaHMe 1 OnNbIT.

KnactepHble paHgoMusnpoBaHHble nccnegobaHus (Cluster randomised trials)

KnuHuyeckre nccnenoBaHms, B KOTOPbIX PaHAOMU3ALMN A5 pacipeaesieHs No KOHTPOSIbHbIM
rpynmnam 1 rpynnam, B KOTOPbIX OCYLLECTBASAETCS BMELLATENIbCTBO, NMOABEPraloTCA He OTAESbHble
noaw, a rpynnbl NoAen — Knactepbl. Knactepbl MOryT BKJloUYaTb, HaNnpyUMep, onpeaeneHHble
reorpaduyeckme coobLLecTsa B paMKax OfHOWN CTPaHbI, LKOJbl UV LIEHTPbI MepBUYHON Meau-
LMHCKON nomoluun. KnactepHble paHAOMMU3NPOBaHHbIE NCC/IeNOBAHNA TakKe U3BECTHbI Kak
rpynnoBble PaHAOMMU3NPOBaHHbIE NCCNEA0BAHUA UV PAHAOMU3NPOBAHHbIE NCCNIEf0BAHMA
B coObLLecTBax.

Knununueckne nccnepgosanums (Clinical trials)

XoTa cywecTByeT MHOIro OI'Ipe,D,eJ'IeHI/IVI KIMMHNYECKUX NCCeqoBaHNiM, B OCHOBHOM TaK Ha3blBaloT
6I/IOM€}1I/ILI,VIHCKVIG ncanenoBaHnA Wi HaydHble MeanUNHCKME nccnefoBaHnA cyyactmem nogen
B KayuecTtBe Cy6'beKTOB, B KOTOPbIX CCnenoBatTesib HasHayaeT y4aCTHMKam npoeseaeHne ogHoro
vnuv 6onee BMeLWIaTeNbCTB U N3MEPAET UX pe3ynbraT.

KacaTenbHO «KNMHMYEeCKMX CCIefoBaHNY leKapCTBEHHbIX NpenapaTos: AnpekTrea 2001/20/
EC onpepenseT nx Kak «ntoboe nccnefoBaHve Ha Niogax, UMetoLLee CBOel Liefblo BbiABNEHMe
WM NPOBEPKY KNMHUYECKMX, dapmakonornyeckux u/vnu apyrux dapmakogmHammnyeckmx
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lpunoxerue

3¢ ¢deKTOB OQHOrO NCCNIeyeMOro leKapCTBEHHOIO NpenapaTa Uian HECKONbKIX, U/Unu BbiABNe-
HUe NoObIX HeXKenaTenbHbIX PeakLunii, CBA3AHHbIX C OGHUM WY HECKONIbKUMU UcciefyemMbIiMn
NeKapCcTBEHHbIMU NpenapaTamMu, U/Unn n3yyeHune BcacbiBaHUSA, pacnpeneneHns, Mmetabonmsma
1 BbIBEAEHUSI OLHOTO WS HECKOMbKMX NCCIIelyeMblX IeKapCTBEHHbIX NMpenapaTos, As TOro,
yTOObI ONpPeaenuTb ero (1x) 6e3onacHoCcTb U/nnu 3dHeKTUBHOCTbY.

JInua, nuweHHble cBobopbl (Persons deprived of liberty)

HaHHbI TepmuH B3AT 13 CTatbn 5 EBponenckon KoHBeHUMM Mo npaBam Yyenioseka. OH npumeHum
He TONbKO K IMLam, NLeHHbIM cBO60AbI MO NPUYMHaM 6€30MacHOCTN Ha OCHOBAHWM CUCTEMbI
YrO/IOBHOMO NPaBOCYANA, HO TaKkXKe 1 K N1LaM, N30/IMPOBaHHbBIM NO MPUYMHAM, CBA3AaHHbIM CO
3[0pOBbeM, HaNpuUmep, Ha OCHOBAHMM 3aKOHOB O NCUXNYECKOM 340POBbE.

MeTta-aHanu3 (Meta-analysis)

CratucTnyeckuin MeToq CcBegeHunn Pe3ynbTaToOB OTAEJIbHbIX WCCNef0BaHNI K OHOW OLEHKe.

MuvHUManbHbIN PUCK N MUHUMaNbHaA Harpy3ka (Minimal risk and minimal burden)

MuHumaneHsll puck: iccnepoBaHne ¢ MUHMMANbHBIM PUCKOM — 3TO Takoe MCCiiefoBaHme,
B KOTOPOM CyTb 1 MacliTab BMewaTenbCcTB(a) NpeanonaraloT BO3MOXHOCTb He 6onee yem
OU€Hb HE3HAUMTENbHOIO Bpefa 1 BPeMEeHHOTO HEeraTUBHOTO BIMSIHWA HA 300POBbe yYaCTHVKA
nccnefoBaHus.

MuHumansHas Hazpy3ska: iccnepoBaHmne ¢ MUHMMAMbHOW Harpy3Koi — 3TO TaKoe UCCNeAoBaHNS,
Npv KOTOPOM NPEAMNONAraeTCs, YTo 060N OXKMAAEMbIN ANCKOMbOPT, CBA3AHHDBIN C UCCNIE[0Ba-
HueMm, 6yaeT He 6onee YeM BPEMEHHbIM 11 OYEHb HE3HAUMTENbHbBIM AN yYaCTHUKA.

pumepel uccnedosaHuli c MUHUMATbHbIM PUCKOM U MUHUMAsbHOU Hazpy3KoU:

- HeuHBa3MBHOE MOJyUYeHe XNAKOCTEN OPraHM3Ma, Hanprmep, B3aTe 06pa3LoB CIIIOHbI
U Mouu, nu 6yKasibHOro Ma3sKa,

- BO Bpems 3abopa 06pa3Li0B TKaHel, Hanpumep, B NpoLecce XMpypruyeckor onepaymu,
JOMNOJIHUTENIbHOE B3ATUE HEOOMbLIOro 06pasLia TKaHu,

- B3ATMe 06pa3sL0B KPOBY 13 Nepundepryeckoiin BeHbl I 06pasLoB KanuaisapHON KpoBM,

- He3HauMTeNbHOE paclpeHne HEVHBA3VBHBIX AVArHOCTUYECKMX Npoueayp C npume-
HeHVeM TeEXHNYECKOro o6opyaoBaHusA, Taknx Kak Y3, anekTpokapanorpaMmmMa B Nokoe,
OVIH PEHTIeHOBCKUI CHUMOK, OfiHa KOMMblOTEPHasA TOMOrpadus unm ogHa MarHUTHO-
pe30oHaHCHas ToMorpadua 6e3 NprMeHeHVA KOHTPACTHOrO BellecTBa.

OpHako gnA onpegeneHHbIX ydaCTHUKOB AaXe 3T npoueanypbl MOryT noBJieYyb 3a cobon pPUcCK
NN Harpy3Kky, KOTOpbl€ HE MOTYT CHUTATbCA MUHMAJTbHbIMN. |_|03TOMy nHaomBmayanbHaA OLE€HKa
ABNAETCA onpeaenAarwmnm, KnoyeesbiM MOMEHTOM.

HenpeHtuduuympyembie faHHble/HecBA3aHHble aHOHUMHbIe faHHble (Non-identifiable
data/unlinked anonymised data)

HeVI,quTVI(I)VILWIpyEMbIe OaHHbIE — 3TO AaHHbIE, KOTOPbIE€ HE MO3BONAIOT, NPU NPUNOXKEHNN
Pa3yMHbIX yCVIJ'IVIVI, VI,D,EHTI/I(I)I/ILI,I/IpOBaTb KOHKPETHbIX nogen, K KOTOPbIM 3TV AlaHHbl€ OTHOCATCA.
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lpunoxerue

XoTs NX MHOTAA Ha3bIBalOT «aHOHUMHbBIMU AAHHBIMUY, AAHHBIA TEPMUH MEHEe TOUEH, MOCKONbKY
B 3aBUCMOCTY OT cnocoba obecneyeHns aHOHUMHOCTU MOXKHO NAEHTUPULMPOBATL KOHKPET-
HbIX JIIOAEN, K KOTOPbIM OTHOCATCA AaHHble, HaNpUMep, NPY NCMNOoSIb30BaHUN Kofa (CBA3aHHbIe
AHOHMMHbIE AaHHble¥).

MpodeccrnoHanbHble 06A3aHHOCTY 1 cTaHAapThi (Professional obligations and standards)

MpodeccnoHanbHble NpaBuia, KOTOpble JOMOMHAT, @ UHOFAA U CNOCoOCTBYIOT pa3paboTke
COOTBETCTBYIOLMX NPaBOBbiXx HOPM. OHK pa3pabaTbiBatoTcA NpodeccroHanbHbIMU OpraHn-
3aUMAMM 1 B PasHbIX rocyapcTBax MOryT MPUHMMaTb pa3Hble dopmbl. Hanpumep, oHn moryT
6bITb NpefcTaBneHbl B popme KOAEKCOB NPodeccnoHanbHOM 3STUKN — UKW YCTaHaBINBATLCA
KoZekcamu npodeccmoHanbHOro noBefeHnsa creLmnannucTos B 06nacT 34paBooXpaHeHNsa 1
KOAEKCaMN MeAULUMHCKOWN 3TUKK, N MOTYT OblTb 0A006pPEHbI/YyTBEPKAEHbI FOCYAapCTBOM. BHe
3aBMCMMOCTY OT CcoAepKaHuna 1 Gbopmbl, OCHOBOMONAraloLWmiA NPUHLMN BCErAa 3aKnoyaeTca
B TOM, UTO OHU MNpefHa3HayeHbl A1 rapaHTMK cobnogeHmnsa Npas 1 MHTEPECOB YYaCTHNKOB
nccnenoBaHun.

CBA3aHHble aHOHMMHbIe AaHHble (Linked-anonymised data)

[laHHble, KOTopble NO3BONAIT ONpPeAeNNTb COOTBETCTBYHOLLMX JTIOAEN, K KOTOPbIM OHN OTHOCATCA,
nyTem MCNosib30BaHUA Koda, HEAOCTYMHOrO AN NOJb30BaTeNA faHHbIX M KOHTPOINPYEMOro
TpeTben CTOPOHON.

Cucrtemartunyeckuin 063op (Systematic review)

0O630p, B KOTOPOM AOKa3aTeNbCTBA MO TEME CMCTEMATUYECKM BbIABNANY, COOMpPany, oueHnBanm
1 0606Lwanu, ncnonb3ya NpeaBapuTenbHO onpeaeneHHble KpuTepun. O630p MOXeT BKIIloUaTbh
KoNiMyecTBeHHOoe oObenHeHe pe3ynbTaToB UCC/IeJOBaHU, MMEeHYeMoe MeTa-aHaM30M.
CnoHcop nccnegoBaHus (Research sponsor)

QOusnueckoe Muo, KOMMaHUA, UHCTUTYT U OpraHn3aumna, KoTopad NPUHNMAaET Ha cebs otBeT-
CTBEHHOCTb 3a MHMUMaUMIO, PyKOBOOACTBO n/vinn d)VIHaHCI/IpOBaHI/Ie ncanenoBsaHmA.
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