KnioueBble BONpPOCbl, KOTOpble
cnepyeT 3aaTtb, Npexae

4yem NpUHUMaTb yyacTue

B KIMHNYECKNX NCMbITaHNAX

1. KakoBa rnaBHas LieNb 3TUX UccneqoBaHnm?

2. VICI'IOJ1b3yeTCFI N B 3TUX nccnegoBaHnAX nnau,e6o nnn
KypcC neyeHuA, KOTOprVI YXe HaxOoQUTCA Ha prHKE?

3. Kak 6ygeTt npoxoautb Moe neyeHne?

4. Kak ponro npog/inTcs NeYeHne, 1 4to oT MeHs
noTpebyeTcA B KauecTBe yyacTHMNKa?

5. YTO M3BECTHO O NIeYeHUN MO AAHHOMY UCCIIeJOBAHNIO, 1
ony6nMKOBaHbI N KaKne-nnbo pesynbraTthbl?

6. [lomKeH nn A NNaTUTb 3a KaKylo-Nnbo yacTb
nccnegoBaHna? NoKpbIBaOTCA N1 3TW pacxofbl MOei
CTpaxoBKon?

7. Mpepnaraetcs Ny Kakas-nmbo KoMneHcaums 3a
AOPOXHbIE pacxofbl NGO Mo yxody 3a pebeHKom?

8. Cmory nu s noceLaTb CBOEro CO6CTBEHHOIO Bpaya?

9. Ecnun neueHne Gyget ana MeHs 4eNCTBEHHBIM, CMOTY N A
NPOAOSIKaTb NO/Ib30BaTbCA UM NMOC/e NCCefoBaHNn?

10. MoXeT 1 KTo-nMb0o y3HaTb O TOM, YTO A YYacCTBYIO B
KNWHWYECKOM nccnegoBaHmum?

11. Bypy nu A HaxoaUTbCA Mo HaboaeHeM Nocse Toro,
KakK ruccnegoBaHme 3akoHUnTcA?

12. Yr0 Cnyumntca ¢ MOMM MeLMLUMHCKAM 06CNy>KUBaHUEM,
ecnn A NpeKpally yyacTne B uccnegoBaHmm?

13. WmeeT nu Bpau/nccnenosatenb Kakyo-nnmbo
duHaHCOBYIO K ApYryto 0cobyto 3aMHTEPECOBaHHOCTb
B KNMHNYECKOM MCCnefoBaHNN?

14. KakoBa KBanndukauusa 1 onbIT MpOBeAeHUsA
nccnefoBaHWMin Yy Bpada M uccnefoBaTtenbCkon rpynnbl?

Pecypcbi

O6wue

MexayHapoaHas KOH$epeHLUA MO rapMOHU3aLnmn — PerynaTopHbIN
opraH EBponbl, AnoHun n CLUA, paboTatowwuii ¢ Lenblo JOCTUKeHNUA
6onee BbICOKOW rapMOHU3aLMK Npyi TPOBEAEHUN UCCNIELOBAHUIA,
HeobXoAMMBIX /1A perncTpauumn HoBoOM Npoaykumm . www.ich.org

MexpyHapogHasa nnatpopma perncrpaumnm KNMHNYecknx
nccnepoBaHMin — Be6-CaliT, Ha KOTOPOM JOCTYMHa LieHTpabHas 6a3a
JaHHbIX KNMHUYECKUX uccnegoBaHuii. www.who.int/trialsearch

BCEMI/IpHail opraHMsauuA 3gpaBooXpaHeHuA. www.euro.who.int

MexayHapoaHasa nnatdopma perucrpaumm KIMHUYECKNX
nccnepoBaHuii BO3 — obecneunBaeT 4OCTYMHOCTb NONHOMO 0630pa
nccnefoBaHUi Ans BCEX, KTO BOBMIEUEH B MPOLIECC MPUHATUA PELLeHWi B
BOMPOCax oxpaHbl 3gopoBbsa. www.who.int/ictrp/fag/en/index.html

CneuymanbHbili npeactaBuTenb NeHepanbHoro aupekTtopa BO3 B
Poccunn, ynuua OctoxeHka 28, Mockea 119034

MexpayHapopaHas nnatpopma perncrpanum KNMHNYECKNX
nccnegoBaHuii — Be6-CalT, Ha KOTOPOM JOCTYMHa LieHTpanbHas 6a3a
JaHHbIX KNMHUYECKUX uccnegoBanunii. www.who.int/trialsearch

Center Watch World (BcemupHbiii LeHTp Ha6niogeHunsa) — Cnyx6a
yueTa KIIMHNYeCKNX nccnenoBaHuii . centerwatch.com/cwworld/
cwworld.html

ClinicalTrials.gov — obecneumnBaeT yueT KNMHUYECKUX UCCIIeOBaHUN,
B TOM umncne B Poccuy, a Takke o6Lyto MHGOPMALIMIO O KNMHUYECKMX
nccneposaHmax. www.clinicaltrials.gov

CONSORT — OTKpbITble OTUETbI O AAHHbIX, MONyYEHHbIX B pe3ysbraTe
KNMHNYECKNX NCCNefA0BaHNN, NepeBefieHHble Ha PYCCKUIN A3bIK
www.consort-statement.org/?0=1001

I1panrren bCTBEHHbIEe:

MuHUCTepCcTBO 3ApaBOOXPaHEHIA N COLaNbHOro pasBuTnA
http://www.minzdravsoc.ru

®depepanbHan cnyx6a no Hagsopy B chepe
3[paBOOXpPaHEHIs 1 COLNaNbHOro pa3BUTUS
http://www.roszdravnadzor.ru.

KnuHunueckue nccnepgosaHuns B Poccninckon Qegepauvin
http://clinical-trials.ru

Pecypcbl No KOHKpeTHbIM 3a6onieBaHNAM
MexxpyHapogHblii coto3 no 6opb6e c pakom. www.uicc.org

MexpyHapoaHan ¢pefepauusa No MHOXKeCTBEHHOMY ckneposy (MC)
www.msif.org/language_choice.html

EBponeiickuii nynbmMmoHonornuyeckuim GoHg — pecypcbl AOCTYMHbI Ha
pycckom asbike. www.european-lung-foundation.org

wDOMIEH
Qg‘b C]z

YUYACTUEM

Mbl noMmoraem Bam NPUHATb 0CO3HaHHOE
peLueHne 06 yyacTm B KNMHUYECKOM
nccnefoBaHNN.

CISCRP aBnseTca He3aBUCMMOW HEMPUObINIbHO OpraHu3aLmen,
co3gaHHom ana nHGopmMmnpoBaHnNa obLLeCTBEHHOCTH, NALIMEHTOB,
CpeacTB MaccoBom MHbGOPMaLMK 1 MONUTUKOB C LIeSbIO JTyULLIero

MOHUMaHNA N 0CBEJOMIEHHOCTY 06 YUYacTUN B KNUHUYECKNX
NCCNefoBaHNAX U UX POV B 34PaBOOXPaHEHMMN.

.i’ LIEHTP MIHOOPMALIAW W N3YYEHNA
YYACTIA B KNMHUYECKUX UCMBITAHKAX

wWww.ciscrp.org




Kak 3awuuieHbl o6poBONbLbI

[nA 3aWwmThl NpaB 1 0XpaHbl 340POBbA YYAaCTHNKOB
KIMHNYECKNX UCCreqoBaHmi B Poccum ocyLlecTsieHo
cnegyiouee:

- (MepepanbHoe areHTCTBO Mo 3[1PaBOOXPAHEHNIO
1 couManbHOMY Pa3BUTIIO OCYLLECTBAAET HAZA30pP
32 KNNHUYECKNUMUN nccriefoBaHmammn B Poccun,
yTBepXaaeT mecTa B Poccum, rae oHn NpoBoasTcs,
N KOHTPONNPYET UX COOTBETCTBME STUUECKUM
1 OTPac/eBbIM CTaHAAPTaM.

+ MuHucTepcTBO 3apaBooxpaHeHna Poccnn yTBepauno
MpaBuna Hagnexalen KNMHNYECKOW NPaKTUKK
B Poccuinckon ®epepauum n uHpopmaLmm o npoiecce
NPUHATAA peLleHra 06 YYacTUN B KNMUHUYECKNX
nccnefoBaHnAX.

« KnvHuuyeckne ncnbitaHus MEAUKAMEHTOB, MPOBOAALLMECS
B Poccun, noanexar o6a3aTenbHOMY YyTBEPXKAEHWNIO
Komutetom no stuke B OefepasnbHOM areHTCTBe
no KauecTsy, 3bdeKkTBHOCTY 1 6e30MacHOCTM
Me[VIKaMeHTOB.

- HauunoHanbHbI KomuTeT Poccum rno 3Trke obecrneymBaer
NHPOPMMPOBAHME U 3aLLUTY NPaB NALNEHTOB.

- [NpaBuna «<Hagnexawyem KNMHUYECKOWN NPAKTUKN»
(GCP) B Poccuiickon Oeepaum cCOOTBETCTBYIOT
MexayHapoaHbIM cTaHgapTam GCP.

CISCRP He 3aHUMaemcsa Habopom nauueHmMos 018 K/TUHUYeCcKuX
ucneimaHul u He ydyacmeyem 8 npoeedeHuUU KIUHUYeCKUX UcneimaHud.

O KNNHNYeCKNX NCNbITaHNAX

Y10 TaKoe KNnnHnyeckmne ncnbiTaHnA?

- 370 Hay4yHO€ NccnenoBaHUE, B Xo4e nccnenoBartenn
cnomMmoubto p,o6poaonbu,e|3 CTapakoTCA NOJTyUUTb OTBETDbI Ha
KOHKPETHbIE MeEANLIMHCKKE BOMPOCHI.

+  TwaTenbHo NpoBefeHHbIe KIMHNYECKNE NCMbITaHUA
ABNAOTCA CaMbIM HAAEXHbBIM 1 BbICTPbIM CMOCO60M
onpenenuTb fiedeHne, KotTopoe ABNSETC 3PPEKTUBHLIM
IN1A NofeN, a TakxKe HOBble NYTY A71A YNyYLleHWs COCTOAHMS
300pPOBbA.

+  KnuHunueckne ncnbitaHyA NPOBOAATCA B COOTBETCTBUN
C MIAHOM, KOTOPbI HAa3bIBAETCH MPOTOKOJIOM.

- B NPOTOKOJ1€ ONNCbIBAETCA, KaKe NayeHTbl MOryT
y4acCTBOBaTb B NCCNeaoBaHMK; NPOrpamMmmbl WCMbITaHNI
nnpouenyp, 1Iekapcraea, AO3NPOBKN, 4NIUTEJIbHOCTb
ncanenoBaHUA, a TakXKe pe3ynbraTbl, KOTOPbIE 6y,ﬂ)/T
N3MepPeEHbI.

. Kamp,oe JMyo, ydacteyrowiee B nccnegoBaHnn, 4OJTXKHO
COMMacuTbCA CO6J'IIO,D'aTb NPOTOKON.
3auem NpoBOAATCA KIMHNYECKNe NCNbITaHNA?
«  Yrobbl y6eﬂV|TbCF| B TOM, YTO HOBOE NNEKAPCTBO U METOL,

neyeHna ABNATCA 6e30MacHbIM 1 3bPEKTUBHbBIM 1A Noaen

npv NpYMeHeHNN.

+  Yr006bl CpaBHUTb CYLLECTBYIOLLMIE METObI IeYEeHUA
1 onpeennTb, KAKOW 13 HUX ABNAETCA NYULLIVM.

+  Yr06bl U3yunTb PaznunUHbIe Crocobbl
CMOJIb30BaAHUA CTaHAAPTHBIX
(yTBEpPXKIAEHHDBIX) METOAOB NIEYEHNS,
yTOObI OHY CTanu 6onee 3PpHEKTUBHBIMM,
6onee nerknMun B NpUMEHEHUN, N/nn
LA CHUKEHNA MOOOUHDBIX 3$PEKTOB.

+  Y1OObI BLIACHWTD, KaK HanyYLLM
06pa3om Kcronb3oBaTb KypcC neyeHns
Y pa3HbIX Fpynmn atogein, Hanpumep, y
JeTel, Ha KOTOPbIX JIeUeHMe paHee He
WCMbITbIBANOCh

KakoBbl HEKOTOpbIe N3 BO3MOXHbIX MPenmyLiecTB
moero yyactua?

- TNonyyeHue pocTyna K NoTEHLMANbHO HOBOMY JIEYEHNIO B
XO[e NCCefoBaHus.

- TNonyyeHue KBaNMPUUMPOBAHHOW MEAVLIMIHCKOA
NMOMOLLM MO UccneayeMomy 3aboneBaHmio, MOCKOMNbKY
nccnefoBaTeNv 3a4acTyto ABNAITCA CreuyanncTamm B
0611acTn uccnegyemMoro 3abosneBaHus.

- OkasaHue NoMOLLY APYrM MyTem COAeNCTBUA
NPOBEAEHVIIO MEAVLIMHCKIX UCCIIER0BAHNIA U MPOrpeccy
METO/IOB JIeUEHUS,

KakoBbl HEKOTOpble 13 BO3MOXXHbIX pUICKOB MOEro
yyacTtma?

+ BO3MOXHbI HENPVATHBIE, CEPbE3HbIE 1 AaXKe OMacHble s
XU13HU N060UHble 3¢ddeKTbl B pe3ynbTaTe Kypca neyeHus.

+ JleueHune MOXKeT OKa3aTbCA HEIhPEKTUBHbIM.

+YyacTve B NCMbITaHUAX MOXET NoTpe6oBaTb MHOTO YCUINN
1 BPEMEHM.

Yto6bl MONYYMTb OTBETHI HAa AOMOMHWTESNIbHbIE BOMPOChI, NOCETUTE
Halu Be6-calT no agpecy www. smartparticipant.org .
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