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KBiTeHb 2019... [1e mn 3apas ?

e PernameHT (€C) 536/2014 mae ropuanyHy cuny, ane He
3aCTOCOBYETbLCH
e Y lonbLi Bce We Hemae 3akoHy Npo KNiHIYHI 4OCHIMKEHHS Ta
NakeTy BIAMNOBIOHUX MpaBusl
e MaunbyTHi napnameHTCbKi BUOOpM Ta 3mMiHM B ypsadi BoceHn 2019
o [IpiopuTteT ypagy - CTBOPeHHS AreHTcTBa MeauvyHUX OOChigXeHb
e 3agasneHnn MiHicTepCTBOM 300POB’S MnaH PO3BUTKY KITIHIYHUX
agocnimkeHb B [onbLui
e HeBu3HadeHa ManbyTHS ponb YnpaeniHHA 3 peecTpauii nikapCbKnx
3acobiB Ta aitoumx Komicin 3 nutaHb BioeTuku
e Hesigoma gopma HoBOI cucTeMU I'II,EI,SBITHOCTI Ta CTpaxyBaHHFI y
cdoepi KNiHIYHMX gocnigXeHb
e Yyvactb Acouiauil GCPpl:
— CniBnpaus 3 NosibCbKUM PerynaTopom
— CniBnpaus 3 KoMicisiMu 3 NMnTaHb BIOETUKM
— [ligTpmMKa gocnigHULUBKUX LEHTPIB
— [ligTpnmMmKa HeKkoOMepUINHUX OOCiOKEHb
— [ligTpnMkKa KniHiYHKMX gocnigkeHb B negiatpil

FABRYKA MEMOW.PL
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KniHivHi gocnigxeHHs B MNonbLwi




Uun € MOXNMBICTb BUKOHYBaTN OinbLue

KNiHIYHUX gocnigxeHb B [NonbLwi?

Miedzynarodowe poréwnanie - liczba badarn na mln mieszkaricéw, 2014
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Czechy Francja Wegry Wielka Niemcy Buigaria Polska Rumunia Ukraina Rosja
Brytania

Zrédlo: URPL, ClinicalTrials.gov, Analiza PwC




MOCTAHOBA €BPOMNENCBLKOIO NAPNAMEHTY
TA PAOU (E€C) Ne 536/2014 Bip 16 kBiTHA 2014 p.

NPO KniHiYHiI gocnigXeHHA nikapcbKnx 3acoobiB

Ans noavHu, wo ckacosye aupektusy 2001/20/ EC

e nyb6nikauis B OdininHomy xypHani €C 27 TpaBHS
2014 p.

e MocTaHoBa Habpana YMHHOCTI 16 YepBHA 2014 p.

e OCTaHOBA 3aCTOCOBYETLCA Micns 3aKiHYEHHS LWEeCTun
MicauiB 3 gaTtu nyonikaudii nosigomneHHa €K npo
OOCArHeHHA pyHKuioHany lNopTany, npoTe Hi B AKOMY
pas3i He paHiwe 28 TpaBHa 2016 p. (¥)

(*) 8 OaHuU Yac odikyembcs, wo locmaHoea rnoyHe
3acmocogyeamucs 3 2021 poKy

GCPpl




[Moptan €C GCPpl

EU portal and database - Business context view SR

This diagram depicts the To-Be system architecture for the submission of Clinical Trial Application Dossiers and Results:
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Lxeperno: kypcu FGCP "How to Ensure Optimal Ethical Review within the New Clinical Trials Regulation?",
13.04.2016, bproccernb, Fergus Sweeney, €8porielicbke a2zeHmcmeo iKie




Bubip npaBoBoi dbopmu OupekTusu

€sponaprnameHTy Ta Pagu

e [lOBHICTIO BUKOPUCTOBYETLCHA De3nocepeaHbLo Y
BCIX KpalHax €C

e 3abeasnevye y3romKeHICTb pilleHb
(perynioBaHHA HE BMMarae peanisauil B
HaLioHanbHOMY 3aKOHO4ABCTBI)

e [lae MOXNUBICTb AepKaBaM-4YneHamMm Bn3Ha4vyaTu
OopraHi3auivHi paMku Ta BHYTPILLHIO
KOMMNETEHUI0 Woao CUCTEMU OLLIHKM 403BOMY Ha
NOYaToK KMiHIYHOro OocnigXXeHHs 3a YMOBMU
OOTPUMAHHSA MKHAPO4HUX KEPIBHMX MPUHLMNIB
He3aneXXHOCTI OLIHKU

e [ledaki nnTaHHA BMMaratoTb JOMNOBHEHHA B
HaLIOHaNbHUX MOSTOXEHHSX

GCPpl



[liana3oH 3MiH

e ObBMeXyeTbCA KNIHIYMHUMU OOCTIIKEHHAMM NiKapCbKnx 3acobis, WO
NPOBOAATLCA 3a y4acTHo ntogen

e HesanexHo Big xapakTtepy croHcopa OoChiMKeHHS (KoMepUinHUN,
HEeKOMepPLIiNHUN)

e He HanexmTb 00 HEeiHTePBEHUINHUX (CMOCTEPEXKHUNX)
AocnimKeHb

HavBaxxnusiwi 3MiHU
* HoBi BU3Ha4YeHHS
« BsepgeHHs lNoptany €C

* [lpouenypu OuUiHKM KMIHIYHOrO OOCNIQXKEHHA Ta OTPUMaHHS
PILLEHHS AepXKaBU-YneHa Woa0 Noro NpoBeAEHHS

* [lpouenypvn BHECEHHA CYTTEBUX 3MIH OO AOKYMeHTauil
OOCHIIKEHHS

* [lpouenypa oTpuMaHHA iIHOOPMOBAHOI 3roan B Haa3BUYANHUX
CUTYyaLiaxX

GCPpl



biomeTpnyHe gocnigXeHHAA O3Ha4vae
Oyab-fike AOCNiIgXEeHHS, siIke CTOCYETLCH

nogeu, cnpsaMoBaHe Ha.

* BigKpuUTTAa 200 NiaTBEepAXEeHHSA KNiHIYHUX,
cdapmakonoriyHux adbo iHWunx
thapmakogMHami4HUX HacnigkiB oaHoro abo
BINbLUOI KiNTbKOCTI IiKapCbKnX 3aco0iB;

° BUABMEHHSA Oyab-AKMX NOBIYHUX epeKTiB 0QHOro
abo BINbLIOT KINIbKOCTI n||<apCb|<|/|x 3acobis; abo

* BUMBYEHHSI abcopOuii, po3noainy, MeTa6on|3my Ta
BUAINEHHA OOHOro abo AEeKINMbKoX MiKkapCbKuX
3acobiB, WO Mae Ha METI BNEBHUTUCA B be3neui
abo0 ehpeKTUBHOCTI LUX NiKapCbKNX 3aco0iB;
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KniHiyHe gocniaxeHHsA o3Ha4vyae biomeanyHe
AOCNiAXeHHS, IKke 3aA40BONbHAE OyAb-AKY 3
HaCTYNMHUX YMOB:

* BiAHeCEeHHs y4acHUKa A0 AaHOI TepaneBTUYHOI
cTpaTeril BU3Ha4aeTbCA 3a3aaneriap 1a
30INCHIETLCSH TaKUM YNHOM, SSKMN HE BigNnoBigae
CTaHAAPTHIN KMNIHIYHIN I'IpaKTl/ILI,i 3auikaBneHol
aep>kaBn-4nexa;

* PpilleHHA NPOo NpU3HaYeHHA AO0CNIAXYBaHOro
rnikapcbKOro 3acoby npunmaeTbCs pa3om 3
PiLLEHHSIM NPO BKIMIOYEHHS y4acHUKa B biomeagnyHe
aocnimkeHHa abo

* OKpIM CTaHOapTHOI KIIHIYHOI MPAaKTUKN y4aCHUKaM
NPOBOAATLCA AOAATKOBI Npoueaypun 3
AlarHOCTUKN adO MOHITOPUHrY;




HeiHTepBeHUiNHe aocnigXeHHs:

e (O3Hayae biomegnyHe OocniokKeHHS,
sKe BIOPI3HAETLCA Big KNIHIYHOO
OOCHIIXKEHHS




KniHiyHe gocnipgXXeHHA 3 HU3bKUM CTYNeHeM

BTPYy4YaHHS O3Ha4yae€ aocrnigXXeHHs, Wo BignoBigac
BCIM HMX4YeHaBeOoeHUM yMOBaM:

e JlikapcbkunK 3acib (okpim nnauebo) no3BoneHo Ao
npoaaxy

e JliKapCbKni 3acib 3acToCOBYETLCSA BiANOBIAHO OO0
XapakTepuCcTUKM Nikapcbkoro 3acody abo
niaTBepOXXEeHOI HayKOBMMW AOKa3aMu cTaHOapPTHOI
KIMiHIYHOI NPaKTUKK, AOito4ol B Byab-sKin 3 3aLuikaBrneHnx
OepkaBax-4yrieHis

e [100aTKOBI AiarHOCTUYHI Npoueaypu abo npoueaypu
MOHITOPUHIY CTBOPHOKOTL MiHIMaribHi 4O0OaTKOBI
PU3NKKN abO HaBaHTaXXeHHsA a5 6e3nekn y4acHUKIB
NOPIBHSAHO 3I CTaHOAPTHO KNIHIYHOK NPaKTUKOK




HoBa npoueaypa Bunaadi 4o3BONIB Ha
NOoYaToK KNiHIYHOro AocnigXeHHs

LleHTpanbHuin noptan €C gns nogadi 3asBOK nNig
KepiBHULTBOM €BpoOnencbKol KoMicil (ChinkyBaHHSA 3i
CnoOHCOpPOM BUKIMKOYHO Yepes noprtan)

3aKpUTUIN CMINCOK OOKYMEHTIB, SKi OyayTb NOTPiOHI ong
nogavi

Bubip gepxaBn-4neHa, Wo BUKOHYBaTUME POSib KpaiHK
ponosigada (Reporting Member State, RMS)

[MapanenbHnn po3rnan 3 YiTKO BUSHAYEHUMWU YaCOBUMMU
pamMkamMun Buaadi OUiHKM KOMMNETEHTHOK YCTaHOBOK B
obpaHin KpalHi-gonosigadi (ouiHka | YacTUHU 3as9BKM Ha
NPOBEAEHHS KITIHIYHOrO OOCHIOXKEHHS), a TAKOX B iHLLINX
KpalHax, 3anponoHoBaHMX B AaHOMYy OOochigKeHHi (ouiHKa
Il YacTuHN 3a8BKK)

OpgHakoBa npoueaypa anst KOMepUinHUX Ta
HEKOMEPUINHNX AOCHioKEHb



NMapanensHUM npouec OUiHKM 3asBKU Ha

OTPUMaHHA A403BOJ1y Ha NPOoBeAEeHHSA KNIHIYHOro
OocnioXeHHS

e OuiHKa | YacTuHM 3a8BKK, KOOPOANHOBAHA OepPXKaBoto-
ponosigayem (RMS) 3a yyacTio IHLWKX KpalH

e OuiHka |l YacTuHKM 3a9BKM 30iINCHIOETBCA HE3aNeXXHOo
KOXHOIO 3 KpalH, 3a3HadeHnX y 3asBLi Ha
npoBeadeHHS KMIHIYHOro AOoCNigKeHHS

e CnOHCOp MOXe nogaTtu 3asiBKY Ha OUIHKY nuwie |
YaCTUHM 3asBKU, @ NOTIM NPOTATOM 2 POKIB MOXe
nogartu 3aABKY Ha OUuiHKY || YacTuHM 3aaBkK Ha
OTPMMaHHA O03BOJy HA NPOBeAeHHA OOCMIOXKEeHHS




OuiHKa | YacTUHM 3a8BKU

* 45 gHiB Ans 3BITY 3 OUIHKN | YacTUHK 3adaBKK
(MOXNUBICTb NPOAOBXEHHS LWe Ha 50 gHiB ang
OocnigXeHb 3 BUKOPUCTAHHAM NPOrpecuBHOI
Tepanii). Tpn etanu OLUiHKU:

— ETan nonepeaHbOl OUiHKM KpalHOo-gonosigadem (26 AHiB)
— ETan y3rogkeHol OuiHKM 3a y4acTto BCiX gepxaB (12 gHiB)
— ETan koHconigauil, wo peanisyetbcsa gonosigavyem (7 AOHIB)

* MoxnuBicTb 0AHOPAa30BOro 3BepHEHHA A0 CnoHcopa
3a HagaHHAM goaaTtkoBol iHgopmalil (MpoaoBXKEHHS
npoueaypn makcumym Ha 31 OeHb):

— HapaHHa CnoHcopoMm iHpopmauil (12 gHiB)
— ETan ysromxeHol ouiHkn (12 gHie)
— ETan koHconigauil (7 gHiB)




- -
MoxxnueBi pe3ynbTaTty OUIHKM | YaCTUHU 3a8BKMU:

e MPOBeAEHHSA KNIHIYHOIO AOCHIKEHHS

OONYyCKaeTbCA BIANOBIAHO OO BUMOT, BUKNaAeHUX
Y UbOMY pernameHTi;

e MPOBEeAEHHSA KMNIHIYHOMO OOCHIMKEHHS
OONycKaeTbCA BIANOBIAHO OO0 BUMOT, BUKNageHUx
Y LUbOMY pernameHTi, ane 3a ymoBU OOTPUMAHHSA
NeBHMX YMOB, KOHKPETHO 3a3Ha4YeHux y gaHoMmy
BUCHOBKY; abo

e MPoOBeAEHHSA KMNIHIYHOIO OOCHIMKEHHS
HENPUNYCTUMO Y CBITII BUMOT, BUKNAOEHUX Y
LbOMY pernamMeHTi.




[MyHKT cTocoBHO Buxony (opt-out), Konu KpaiHa-

y4YacHMUK He 3rogHa 3 pe3ynbLraToM OLIHKM |
YaCTUHU 3asABKM:

e Konu BoHa BBaXae, Lo y4acTb Y AOCNigXeHHI npu3Bena 6
00 TOro, WO Y4acHUK OTpUMAE ripLue JiKyBaHHSA, HiX Te, Wo
aBnge coboto cTaHOAPTHY KNiHIYHY NPAaKTUKY B 3aLikaBIieHin
aepxasi

e Y pasi NnopyLLueHHSa HalioHanbHOro 3akoHo4aBCcTBa Yy cdepi
oOMeXeHb WOoaA0 3acTOCYBaHHSA NEBHUX TUMIB KNITUH
noanHn abo TBapuH, npenaparis, WO BUKOPUCTOBYIOTLCH B
SAKOCTi abopTuBHMX 3acobiB abo NPoayKTiB, WO MICTATb
NCUXOTPOMNHI PEYOBUHU

e Y pasi gocnigXeHHs reHHol Tepanii, pe3ynsraToM SIKoro
MOXe CTaTu 3MiHa NrEHETUYHOI I0EHTUYHOCTI
PENPOAYKTUBHUX KITITUH y4acHMKa

e Y pasi 0b6rpyHTOBaHUX CYMHIBIB LLIOOAO DEe3nekn y4acHUKIB,
HaQIMHOCTI Ta CTIMKOCTI AaHUX, NoAaHUX B AOKYMeHTaUil
CnoHcopa




OuiHka |l YacTUHU 3a8ABKM WOO0 KNiHiYHOro

aocnigxeHHS

e [1OTPMMAHHSA BUMOTI OTPMMAHHSA IHpOpMOBaHOI 3roau

e onnara abo KoMmneHcauisa oCniAHMKaM Ta y4acHUKam
KNIHIYHOro AoCnIgXXeHHSA

e Habip y4acHUKIB OOCNIOKEHHS

e 3aXUCT NepcoHanbHUX AaHux

e KBaniikauisa ocid, Aki NPoBOAATb OOCHIIKEHHS

e SAKICTb OOCMNIOAHULBKUX LEHTPIB

e BiOLWIKOOYBaAHHA

e 3abip Ta noganbLue BUKOPUCTaHHS BionoriYyHMX 3paskKiB




OuiHka pokymeHTaduil Il YacTuHM
3asABKU

o [lepxaBu-yneHu ouiHOTL || YacTHY 3asBKK
npotarom 45 OHIB 3 AaTh NepPEBIPKU

o [lepkaBa-ynieH nuiie oauH pas MoXe 3BEPHYTUCSH O0
CnoHcopa 3a AogaTkoBow iHbopMaLlieto
(NnpogoBXeHHA npouenypu ao 31 gHA):

— CnoHcop Hagae iHdopmaduito BNpoaosx 12 AHIB

— [ep>kaBa ouiHE oaaTKoBY IHopMaLito
BNpoadoBx 19 OHIB




- -
Moxxnusi pesynbtaty ouiHKK |l YacTuHK

3dABKU

e 3roga Ha NpPoBeAEHHS KNIHIYHOro AOCNIOXKEHHS

e YMOBHa 3rofa Ha npoBeaeHHSA KIIHIYHOIo
OocnigkKeHHs. AKLWOo aepXaBa-yneH BBaXae, Lo
OOCHIOXEeHHA NPUUHATHE 3a NeBHMX YMOB, BOHA
nepenae cBil BUCHOBOK AepXaBi-gonosigayesi Ta
CnoHcopy yepes lNopTtan

e BigmoBa y Bnagadi 4o3Bosly Ha NpoBeOeHHSA
KIMIHIYHOro AOCHIOKEHHS.

o «OuvikyBaHa» 3roga




BiamoBa y BMaadi 3roam Ha npoBeaeHHs

KNiHIYHOro gocnigaXeHHs B AepXasBi-4YrieHl:

3auikaBrneHa gep)xaBa-yrneH BigMOBSETbLCS BUaaBaTu
003BINT HA KNIHIYHE AOCHIIKEHHS, AKLO:

e BOHa He 3rogHa 3 BUCHOBKOM Aep’KaBU-4YneHa, KM BUCTYMNae B
SIKOCTI gonosigada wono | YacTuHm 3BITY NPO OUIHKY 3 DyOb-AKUX
NPUYMH, 3a3HAYEHUX Y NYHKTI 2 apyrin absal, (MyHKT Npo Buxia),

abo

e SAKLWO Ha HaNeXHUM YMHOM OBI'pyHTOBAHIW NiacTaBi BUABUTD
HEMOXNUBICTb adanTyBaHHSA OO acnekTiB, BUKnageHux y posaini i
3BITY MNPO OLiHKY,_ab0

e y pasi, gKwo Komicia 3 nuTaHb ETUKN Buaana HeraTuBHUm
BMCHOBOK, KM BiAMOBIAHO A0 3aKOHOO4AaBCTBA 3aLiKaBreHol
OepXxaBu-yneHa OiMCHU Ha BCiN TepuTopil Uiel gepxaBu-yneHa.

Lia geprxkaBa-yneH BBOAUTL Npouenypy nogadi anensuil y pasi Takol

BiJMOBMW.




«OuikyBaHa» 3roga Aep)xaBu-yreHa

o Ko)XHa 3alikaBneHa gepxkaBa-yfieH NoBigoMIsie
CnioHcopa 4vepes noptan €C npo Te, 4Mm BMaae BoHa
[03BIS1 HA KNIHIYMHE OOCHIIXKEHHSA, Y1 BMaae OoO3BIN Ha
HbOro 3a NeBHMX YMOB abo 4u BiAMOBNSAE Yy Buaadi
O03BOfY.

e Y pasi, AKLWO 3auikaBneHa gepxaBa-yneH He
nosigomMmuna CrioHcopa npo CBOE PILLEHHSA Y
BIANOBIAHI TEPMIHN, BBa)Xa€ETbCH, LLIO BUCHOBOK 3 |
YaCTUHMU 3BITY MPO OLIHKY € PiLLEHHAM 3aLikaBneHol
Oep>kaBu-4neHa 3a 3asBKOK Ha OTPUMAaHHSA 403BOIY
Ha KNiHIYHE OOCIAKEHHS.




IcTOTHa 3MiHa B KnNiHIYHOMY AOCHIAXKEeHHI

e IcTOTHa 3MiHa - Le Oyab-sika 3MiHa CTOCOBHO
OyOb-AKOro acnekTy OOCniaKeHHs, 3aincCHeHa
BXKE Micng Toro, Ak Oyrio NPUNHATO PILLEHHS, sIKa,
MMOBIPHO, Ma€ ICTOTHUMN BNNUB Ha De3neky
abo npaBa y4yacHUKIB JocnigkeHHs1 abo Ha
HaAIVHICTb | CTIMKICTb OAHUX OOCHIIKEHHS.

e TakoX 3MiHa gocnigHWKa | JogaBaHHS HOBOTO
LEHTPY




OTpumMaHHA BIiACTPOYEHOI 3roan B HaA3BUYaUHUX

CUTyauifiX - YMOBU MPUUNHATHOCTI AN BUKOHaHHSA B
CYKYNHOCTI

[1poTokon:

Jocnmyearn || iayuone ey,
ARnNan LLIO 0O3BONSAE

MaiecgaaggB“_ﬂraSS%LHlM NPUNYCTUTN KOPUCTb
NOKa3aHHAM OJ1A AR NatjerTa

OOCnNioKyBaHOro
npenapary

MiHIManbHUN PUSKK |
HaBaHTaXXeHHS Ons
nauieHTa (y
NOPIBHSAHHI 3i
cCTaHOapPTHUM
NIKYBaHHAM)

[xepeno: a-p MNeoTp IBaHOBCKI, KniHiYHi gocnigpkeHHa B Hag3su4yarnHmx cutyauisix, Kypcn GCPpl
24 6epesHsa 2015.




OTpVIMaHHFI BIACTPOYEHOlI 3roam B Haag3Bn4anHNX

CUTyauifiX - YMOBU NMPUUHATHOCTI AN BUKOHAHHA B CYKYNHOCTI

3roga natledra:

HemoXxnmBo ﬂﬁ;ﬁ&“&iuiﬂ
TpumaTu
: orpliva 3arnepeyeHs /
|Hcgop|v|0|3aHy BNacHy 33CTEPEKEHD
abo anbTepHaTUBHY .
arof1y nauieHTa pro futuro

OTpumaHH4
BIACTPOYEHOI 3rogmu
(BnacHol abo
ansrepHaTMBHOI —
BNacHoI) akomMora
lBuaLue

[xepeno: o-p MNeoTp IBaHOBCKI, KNiHiYHI AocnigXeHHS B Haa3BnYanHux cutyauisx, Kypcu GCPpl
24 6epesHa 2015.




PernameHT 536/2014: ymoBM npoBeAeHHS

KINiHIYHOro AocnigkKeHHs 3a y4acTio
HenoBHOMITHIX y4aCcHUKIB (1)

e OTPUMAHO iHpOPMOBaHY 3roy IX 3aKOHHOIO NpeacTaBHUKA,;

e AoCniaHMKU abo YneHn KoOMaHauU, sika NpoBOAUTbL AOCHNIAKEHHS
NPOMLUIIN HaBYaHHA Yy ccepi NOBOAXKEHHSA 3 AiTbMU abo MalOTb
AOCBIA Yy Uin ranysi Ta Haganu HeNnoBHOJITHIM ocobam
iHhopMmauito, 3a3Ha4yeHy B CT. 29 NyHKTY 2, BiANOBIAHO A0 IX BiKY Ta
PO3YMOBOI 3pifocTi;

e [OCNiOHVK NoBa)a€e oAHO3Ha4YHe DaXkaHHA HEMOBHOMITHLOrO, 34aTHOMo
BUCINOBUTM CBOK AYMKY | OLLIHUTK iHGbOpMaLLito, 3a3HaveHy B CT. 29 n. 2,
LLIOAO BiAMOBM Bif y4acTi B KNiHIMHOMY OOCHIAKEHHI, abo 1oro baxxaHHs
BIAMOBUTUCA Bif, LIbOrO AOCNIAKEHHS B Byab-AKUN Yac;

* BIOHOCHO y4YacHuMKa abo MOro 3aKOHHOro NpeacTaBHUKA He
3aCTOCOBYHOTbCS KOAHI PiHAHCOBI CTMMYNK abo BUHaropoau, 3a
BUHATKOM KOMMeHcauil 3a NOHeCceHi BUTpaTu i BTpaTy AOXOAIB,
6e3nocepeaHbO NOB'A3aHUX 3 Y4aCTIO B KNiHIYHOMY OOCHIOXKEHHI;




PernameHT 536/2014: ymoBM npoBeAeHHSA

KNiHIYHOro aocnigXXeHHs 3a y4acTio

HEeNOBHOMITHIX Y4YaCHUKIB (2)

e MeTa OOChNIMKEHHA nonsrae B AOCNIAKEHHI cnocobiB MikyBaHHA XBOpoow,
LLIO 3YCTPIYaETbCA TiflbKM Y HENOBHOMITHIX abo icCHye HEOBXiAHICTb
NpOBeAEHHS KNIHIYHOMO OOCHIOXKEHHS 3a Y4acTHO HEMOBHOJSITHIX 3 METOHO
NepeBIPKN OaHUX, OTPUMaHKUX Mid Yac KNiHIYHUX OOCHiOKEHb 3a y4acTHo
OCib, 3gaTHMX AaTtu iHbopMoBaHy 3rogy abo oTpuUMaHuX 3a 4ONOMOroH
IHLWIMX MEeToAIB AOCHIAKEHHS;

e KnNiHIYHE OOoCnioKeHHs 6e3nocepeaHbo CTOCYETLCHA 3aXBOPHOBAHHS, SIKe
CnoCTepIiraeTbCs y 4aHOro HEMOBHOSMITHLOrO abo Mae Takun xapaktep, 3a
SKOr0 BOHO MOXe MPOBOAUTUCA NMLLE 3a Y4aCTO HEMOBHOMITHIX;

e CHYIOTb HayKOBI NigCTaBu BBaXkaTu, LLO y4aCTb Y KMNIHIYHOMY OOCHIAKEHHI:

— TMpUHece 3auikaBneHin HernoBHONITHIN 0cobi besnocepeaHbLO BinbLLy
KOPUCTb, HiXXK NOB'A3aHi 3 HUM PU3NKU | HaBaHTaXeHHSA; abo:

— MPUHECe NeBHY KOPUCTb HacerieHHIo, ke npeacTrasnde 3alikasneHa
HEMOBHOSITHA 0coba, i Lo Take KriHiYHe OOCniMKEHHS1 Oyde nos's3aHe
TifTbKM 3 MiHIMa@NbHUM PU3MKOM | MiHIMANbHUM HaBaHTaXXeHHAM NS
3aUiKaBrieHol HEMOBHOMITHEOI 0COOM B MOPIBHAHHI 3i CTaH4APTHUM
cnocobomMm nikyBaHHSA 3aXBOPIOBAHHSA, Ha sike CTpaXkaae OdaHuK
HEMOBHOJSITHIN.
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Cucrema eTUYHOI OLIHKMU

Y OAHUA MOMEHT:

e 56 micueBux KoMicin 3 nuTaHb BioeTnkn (KB) Ta anensuinHa
KB

e LleHTpanbHa Kb, nos'a3aHa 3 HauioHansHum
KOOPAUHATOPOM OOCHIOXKEHb

e Micuesi Kb, ski ouiHo0TbL gocnigHUKa

e HeperynapHi saycTpiui

e [lndpepeHuioBaHi npouenypu

e BiacyTHicTb 060B'A3KOBOro HaB4YaHHA

e BigcyTHICTb KOHTPOMIO 3a AKICTIO €TUYHOT OLIHKM
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PekomeHaauili KomaHgu: cuctema eTMYHOI OLIHKMU

e [1pnaHayeHHs MiHICTPOM OXOPOHM 300pOB'A BuLol
KOMicCil 3 nuTaHb OioeTuKuU, Lo aie npu [onosi
YPJ13, ogHak He3anexHo Big ['onosu

e 3aNULLUNTK ICHYIOYY cnuctemy micuesmx Komicin 3
nuTaHb 6ioeTukn (KB) npu panoHHmnx MegnyHmnx
nanarax, Mean4yHux yHiBepcuteTax Ta HayKoBo-
OOCNIAHUX IHCTUTYTax Ang OUIHKU MegnyYHUX
eKCrepuMeHTIB

e 3Ha4YHe oomexeHHSs KinbkocTi Kb, siki
po3rnsaaaTb 3asBKU Ha OTPUMAHHSA AO03BOJY Ha
npoBeAeHHA KNiHIYHUX AocnigXeHb




PekomeHpauil KomaHgu: yvyacTtb

npeAacTaBHUKIB opraHi3auiv nauicHTiB B
eTUYHIN ouiHUui

e YyacTb B poboTax Ha 3acagax 4fieHa KoMicil 3 nmTaHb DIoeTunku 3
NOBHUM MPaBOM rosiocy

e Bunbip npeacraBHMKa B 3aneXHOCTI Big NoKa3aHb JOCHIIKEHHS

e CTBOpEHHS 3aranbHOHAaLiOHarIbHOI 6a3n NpeacTaBHUKIB NaLEHTIB
Ta opraHi3auin nauieHTIB
e [106poBINbHICTL, NPO30PICTb Ta 3aranbHUIA 4OCTYM

e YyacTb oMOyaCMeHa 3 npaB nauieHTa Ta «NapacorfibKOBMX» OpraHi3auin nauieHTiB
e YiTKi KpUTEPIT ONa NpeacTaBHUKIB NMaUiEHTIB

e Cucrtema NigTpUMKM Ta HaBYaHHA
e Marepianu Ta HaB4aHHSA (Kypcy) EUPATI
e YyacTb B 000B’A3KOBOMY HaB4YaHHI (Kypcax) YSieHiB KOMICii 3 NTaHb BI0oeTUKM

e PiHaHCYBaHHA B paMKax cuctemMm doiHacyBaHHSA BCIiX YSieHiB gaHOl
KOMICIT 3 MTaHb DIOETUKN



LluBinbHa BignoBiAanbHICTb 3a WKoOAY,

3anopisHy Kb

HAPAS3I:

e LIB cnoHcopa | gocnigHnka B
[TonbLui 6a3yeTbCca Ha NPUHUMNI
BUHM

e [lonicn LIB He 3axuwiaoTb
IHTepecK y4yacHuKa, croHcopa Ta
nocnigHuka

e YMOBU CTpaxyBaHHA HE CNPUSIOTb
PO3BUTKY KNIHIYHUX OOCHIAXEHb B
[lonbLi




PekomeHpauil KomaHaou: uuBinbHa BignoBiganbHICTb
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PekomeHaauii KomaHau:

HeKomepuinHi gocnipgxeHHsa (HO)

e HapgaHHA MoOXnMBOCTI KoMepuianisauil npoaykTis, Wo
BUNPOOOBYIOTLCS B paMKax akageMidHMUX OOCiaKEHb
e 3MiHa iCHyt04O0ro Bu3Ha4yeHHs H

e BknoveHHa HJ B cuctemy niaTpyUmMKM iIHHOBALLIW, WO peani3yeTbCcs
MiHicTpom po3BUTKY (dpiHaHCyBaHHSA HI 3a paxyHOK rpaHTiB)

e CTBOpEHHSA [epxaBHoro goHAy cnisiHaHcyBaHHA HL
e Yy TOMY Yncni BUTpaTK Ha 0b6oB’a3koBi nosiicu LB

e 3BinbHeHHA CnoHcopiB HI Big onnatu 3a po3rnsig 3adBky Ha
O03BiN Ha ekcnepTusy Ta iICTOTHI 3MIHU

e HaB4aHHA Ans gocnigHukiB, siki nposoaAaTe HLI:
e MeToaornoria gocnigeHs / nonoxeHHa / GCP
e MiXHapoaHe cniBpobiTHNLTBO
e OTPUMaHHS rPaHTIB 3a paxyHOK (piHaHCcyBaHHs 3 [onbli Ta €C

e CTBOpPEHHSA B HAyKOBUX Nigpo3ainax sigaineHb cnpuaHHa HAQ

KA

- AreHTCTBO MeauYHUX OocnigKeHb.




GCPplI
PekomeHaauii KomaHau: oTpMMaHHA 3roam

HEeNOBHOSITHLOIO y4YaCHMKa Ha y4acTb Yy
OOCHIaKEeHHI

* AKWO HENOBHONITHBLOMY BMMNOBHWAOCA 13 POKIB,
BMMAra€eTbCcA NMCbMOBa 3roga

* AKLO HEeNOBHO/NITHbOMY He BUNOBHMAOCA 13 POKIB,
azie BIH MOXXe 3 PO3YMIHHAM BUCOBUTU CBOIO
AYMKY CTOCOBHO CBOEI y4acTi B KNIHIYHOMY
AOCNiAEeHHI, BaM TaKoK byae noTpibHO NMcbMoBa
3roga




PekomeHpauil KomaHgou: oTpMmaHHSA 3rogu
HEeNnoOBHOJITHLOIO y4aCHMKa Ha y4yacTb Y AOCHIOKEHHI

* [lponoHOBaHe 3HUKEHHA Nopory 060B'A3KOBOrO
OTPMMAHHA 3roan HENMOBHONITHLOIO Ha y4acTb Y
KNIHIYHOMY AOCNIAMKeHHI 3 HUHIWHIX 16 pokKis go 13
POKIB BIAMOBIAAE, MiXK IHWKUM, CT. 15 3aKkoHy Bia 23
KBITHA 1964 p. - LUnBinbHUN KOAEKC, B AKOMY
BKA3YETbCA, LWO:

e obmexceHy 30amHicmb 00 tOPUOUYHUX Oill MAOMb
HernoB8HOs1iMHi, AKi 00cA2/1U MPUHAOUAMU POKie

* BBeaeHHAa ana gocniaHMKa 060B'A3KY BHOCUTU B
ANOKYMEHT 0brpyHTYBaHHA BiACYTHOCTI 3roau
HEMNOBHONITHbOTO («MapasenbHOI 3roaAn») Ha y4acTb Y
KNIHIYHOMY A0CNIAXKEHHI




Bik HeNOBHONITHLOIO Yy4aCcHUKa KrniHIYHOro

AOoCniaXeHHA Ansa oTPUMaHHA Big HbOro 3roaum -
Mi>)KHapoAaHi pekoMeHAaauil

Dxepeno pekomMmeHAaauis woao Biky Ans
OTPUMaAHHSA 3roau

The UK Royal College of Paediatrics cTapLue 7 pokis

National Commission for the Protection of Human cTaple 7 pokis
Subjects of Biomedical and Behavioural Research

(US)

American Academy of Paediatrics CrapLue 7 pokiB (pekomeHgauii oo
2010 poky)
[HTenekTyanbHUN BiK 7 POKIB
(pekomeHpauii 3 2010 poky)

EMA: 3 OOCATHEHHAM LUKIFIbHOro BiKy (6-

Ethical Considerations for clinical trails on medicinal 7 pokiB)
products conducted with the paediatric population.
Recommendation of the ad hoc group for the

development of implementing guidelines for

Directive 2001/20/EC relating to good clinical

practice in the conduct of clinical trials on medicinal

products for humane use




[MepiaTpPUYHI KNIHIYHI
anocnigxeHHA B lNonbLwi

K258 Chidren




GCPpl
B 6as3i ClinicalTrials.gov: 272 607 gocnipXeHb

55 414 pocnigXeHHA 3a y4acTio nauieHTIiB < 18
p.X.

38 750: iHTepBeHUiNHiI gocnigXeHHSA
(70%)

6044: B npoueci Habopy

(15%) l

L ,‘
145 B MonbLwi (2,4%)

ClinicalTrials.gov (8 TpaBHs 2018 p.)



|[HTEepBeHUINHI KNIHIYHI 4OCNIgXXEeHHS Y npoueci

Habopy 3a y4acTio nauieHTiB Mmosnoalle 18 pokis
, - oy

"Q

4

ClinicalTrials.gov (8 TpaBHs 2018 p.)
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CTpyKTypa KNiHIYHUX gOCniAXeHb 3a y4acTio

nayieHTiB mosioawe 18 pokiB y [NonbLu;
(ClinicalTrials.gov)

5905 3aKiHYeHUX [mmg 277 3
pe3ynbratamMmu

1001
aocnigaXeHHs

179 B npoueci
Habopy

145 iHTepBeHUiNHMNX

|
1 ¢paza: 9 gocnipxeHb (5,5%)

« 2 paza: 32 pocnigxeHHa (19,3%)
« 3 dpaza: 80 pocnigxeHb  (62,1%)
* 4 paza: 24 pocnigxeHHA (6,9%)
 @a3a He BKa3aHa: 9 (6,2%)

ClinicalTrials.gov (8 TpaBHs12018 p.)




CTpyKTypa KniHIYHUX OOCNiOXXeHb 3a y4acTHo
nauieHTiB mosnoawe 18 pokis y NonbLi

(ClinicalTrials.gov)

lNoka3aHHSA Kinbkictb
aocnipXeHb, HA SAKi
Hapasi TpuBa€ Habip

[TyXnuHu 12

AcTma 7

Eninencis 7

HecneunivyHumn BnpaskoBum KOt 7

[[emodoinis 6

LlykpoBun giabet 5

XBopoba KpoHa 5

PeBmaToigHun apTput 3

ClinicalTrials.gov (8 TpaBHs1 2018 p.)



CnoHcopwu, SKi NPoBOAATb IHTEPBEHUINHI KNIHIYHI
OOCNIOXeHHA 3a y4acTio HENOBHOMITHIX MALUIEHTIB
y [onbLwi

CnoHcop KinbkicTb gocniaxeHb,
Ha fAKi Hapasi TpuBae
Habip

Shire
AbbVie
Janssen

Novartis
BMS
Sanofi
GSK
Roche

AP0 |O |V

ClinicalTrials.gov (8 TpaBHs12018 p.)
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