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[Tprnoxenne Ne 9 K nonoKeHHIO
06 DtuyeckoM komutere npu '6Y3 Pb

CranpaprHas onepanHoOHHAN nponenyp/h
«MOHHUTOPHHTI JAHHBIX 1O BE3OINACHOCTH»
(Bepens 3 or 30.04.19)

L. Tepmunwt u onpedenernuan
I.1.  «KnuHHYeckoe HCIBITAHME/HCCNENOBaHHe» - 000e HCClIeqoBaHWE, MOPOBOIMMOE C
YYacTHEM 4YeJIOBEKA B Ka4yecTBe CyObeKTa JIs BHISBICHHS HIH TOATBEPIKICHHS KIHHHYECKHX
WHIH  (DapMakooruyeckux dSQQEKTOB HCCIEAYyeMBIX TMPOAYKTOB W/HIH  BBIABJICHHSA
HeXEJaTeIbHBIX PEaKlUi Ha HCClelyeMble IIPOIYKThI, W/HMIH H3YYEHHS HX BCACHIBAHHS,
pacnpesnencHus, MeTabonmM3Ma W BBEIBEIGHHS C LEJIBIO OLEHHTh HMX O€30MacHOCTh W/HIH
3 dexTuBHOCTD.
1.2. «Hexenarensnas peakums, HP»:
. B NpPEAPErdcTPAlHOHHBIX KIHHHYECKMX MCCIEJOBAHMAX HOBOTO HCCIIEAYEMOIO
NPOIYKTA, BKIIOYas MCCJIEJ0BAHHMSA MO HOBBIM IIOKa3aHHSAM, OCOOEHHO €CIIM TEpPaneBTHYECKHE
no36l T09HO He ycranosiensl (I-1II dazm), - mobas HexenarensHas peakipdsi, CBsS3aHHAs C
NPUMEHEHHEM 000N J103bI HCCIIElyeMOro MpoayKTa.
. B NOCTPErHCTPAllHOHHBIX KIHHHYECKHX HCCJIEJOBAHMAX TE€KapCTBEHHBIX cpefcTB (IV
(aza) - mobas HeraTHBHAA peakKUHd, CBA3aHHAA C NPHMEHEHHEM JIEKAPCTBEHHOTO CPECTBA B
OOBIMHEIX J1038X, HCTIONB3YEMBIX JUIS NPOQHIAKTHKHE, THATHOCTHKA HIIM JieueHus 3abosiepaHumil,
a TaKXKe Ul M3MEHEHHS (PU3HONOTHYECKHX (HYHKIMA.
1.3.  «Henpenpuaennas HexenatensHas peakums, HHP» - HexenareibHas peakmus,
CYUIHOCTh MM TSKECTh KOTOPOH HE coriacyercss ¢ H3BeCTHOH WHGoOpMauHeid O Npoaykre
(HarpEMep, ¢ GpoIMOPOH UCCiIeI0BATENS IS HE3aPETHCTPHPOBAHHOIO HCCIEYEMOro MPOIYKTa
WIH ¢ JIMCTKOM-BKJIA/IBIIIEM/CBOTHON XapaKTepPUCTHKON JTE€KAapCTBEHHOTO MPOAYKTa B CIIydae
3apErHCTPUPOBAHHOTO NMPOAYKTa).
1.4. «Hexenarenpnoe ssienue, HS» - moboe BHISBIEHHOE Yy NalMeHTa MIM CyOBeKTa
KJIHHHYECKOTO HCCIICAOBAHUS I10C/I€ MPHMEHEHHUS JIEKaPCTBEHHOr0 NPOAyKTa HebIaronpusaTHoe
¢ MEIMIIHHCKOH TOYKH 3PEHHs CODBITHE, KOTOpOe MOXKET W He UMETh NIPHYHHHO-CJIECTBEHHON
CBS3H CETO IIPAMEHEHHEM.
1.4.1.  HexenareneHoe sBIeHWE MOKET INpeACTaBIsTh cOOOH Moo HeOGIAronpHATHEIH
CHMITOM (BKJTIOYas OTKJIOHEHHE /abopaToOpHOro [oKa3aTens OT HOPMEI), Xanoby WM
3aboneBanme, BpeMs BO3HHKHOBEHHS KOTOPOr0 HE HCKIIIOYAET IPHYMHHO-CIIEICTBEHHOMH CBA3M C
NPHMEHEHHEM JIEKAPCTBEHHOIO (HCCIEIYyeMOro) Cpe/cTBa BHE 3aBHCHMOCTH OT HAIIMYHS WM
OTCYTCTBHS TaKOW CBA3H.
1.5.  «Cepbe3sHoe HexenaTenbHOe sBieHne wid peakmus, CHS» - moboe nebnarompusTHOE
MEJIHIIHHCKOE COOBITHE, KOTOPOE BHE 3aBHCHMOCTH OT J03bI JIEKAPCTBEHHOIO MPOIYKTA:
- IPHBOJUT K CMEPTH
- CO3JIaeT YIpo3y AN KU3IHH
- TpeOyeT roCIATAM3alMY WIH €€ IPOICHHS
- IPHBOJUT K CTOHKOMN HJIM BBIPQKEHHOU HETPYA0CIOCOOHOCTH/ HHBATHIHOCTH
- NpejICTaBiseT coboi BPOXKIACHAYIO AHOMAIHIO WK JIe(EKT pasBUTHSL.
1.5.1. K cepresubiv HexenaTeTbHBIM ABICHUSM/PEAKLIMAM MOKET TAKKE OTHOCHTHCA 3HAYAMOE
C METUITMHCKON TOYKH 3pEHHA COOBITHE, €CIIH 3TO OrOBOPEHO B MPOTOKOJIE HCCIIEIOBAHHAS.
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Il. Opzanusayun nPeooCMasIeHun ungpopmayuu o HeXcenamenbnoLx
AGNEHUAX/PEAKUUAX, GOZHUKWIUX NPU NPUMEHEHUU JIEKAPCMEEHHBIX RPOOYKMOE 6
KTUHUYECKUX UCCNeO08aHUAX
2.1. OTBETCTBEHHOCTH 73a PETHCTPAIMIO HEKENATEIbHBIX ABJICHHH B  KIHHHYECKHX
HCCIIeIOBAHUAX HECET IIaBHBIH HCCIIE0BATE .

2.2.  HewxenaTelbHBIE ABICHHSA, HE OTBEYAIOIIHE KPHUTEPHAM CEPHE3HOCTH, PEIrMCTPHPYIOTCH
HCCIeIoBaTeNieM B MEPBHYHON JOKYMEHTalM¥ W B MHIAMBHIyalbHOH PErMcTpallHOHHOM
Kapre, He npejocTaBifioTes KOMHTETY B CPOYHOM MOPAIKE H OLEHHBAIOTCA PH HAMCAHUH
Esxeroasoro oryera no 6esonacHoctu (Annual Safety Report) u 3axi0unTeIbHOIO 0T9€Ta
no ucciaeaosanmio (Final Study Report).

2.3. CepsesHble  HexelaTeNbHBIE  SBICHUS  HE3aMEUIMTENBHO  TIPEIOCTABIIAIOTCH
uccaenopareseM B Komurer. OTBETCTBEHHOCTh 3a CBOEBPEMEHHOE IIPEIOCTABICHHE
uHpopMaiun no 6ezonacHocTd B KOMHTET JIEKHUT Ha IITaBHOM HCClIe0BaTElIE.

ITI. @opmam yeedomieHun ImuiecKozo Komumema
3.1.  Hadopmanms, nojuiexainas KCnpecc-0TYeTHOCTH:
. coobmenus 060 BCeX JIOKATbHBLIX (T.€. 3aperHCTPHPOBAHHEIX B IeHTpax Ha Oase I'bY3
PB) cepbe3HBIX HENPEIBHACHHBIX HEMKEIATeNbHBLIX PEaklHAX, B TOM 4YHCIE CBA3aHHBIX C
NpEenapaToM CpaBHEHHH, BBIABJIEHHBIX B KIHHHYECKHX HCCIENOBAHHAX, MNPOXOAALIMX B
HCCIIEN0BaTEIbCKMX HeHTpax Ha 6aze 'BY3 Ph;
. coobmenus 0060 BCEX 3aPErHCTPUPOBAHHBIX B POCCHHCKHX IEHTPax CEpbE3HBIX
HENpEABH/ICHHBIX HEXeJaTeNbHBIX peakuaX, B TOM YHCJIE CBA3aHHBIX C TpenaparoM
CPaBHEHHSA. BBISIBJICHHbIX B KJIWHHYECKHX MCCIICIOBAHHAX, NPOXOAAIMX HA TEPPUTOPHH
Poccuiickoi;
. coobmeHHs 000 BCEX CEPBE3HBIX HEMPEIBHACHHBIX HEXKENATENbHBIX PpEaKIuax Ha
UcclielyeMble JIEKapCTBEHHBIE IIPOAYKTBI, MNPOH3OINEANMIMX B JPYIMX CTpaHax BXOJE
MEeXTYHapOAHBIX KIIMHHYECKHX HCCIIEJOBaHHH, paspemeHHbIX B Poccuiickol Pejiepauuny.
3.2. Tlomumo coobmeHHi O Cepee3HBIX HENpeABHICHHBIX HEKEIaTeIbHbIX PEeaKlHX
CYIIECTBYIOT M JPYrHE CHTYAllHH, KOTOphle MOryT nortpeboBaTe CpOYHOro COODIIEHHA
(3xcmpecc-oTyeTHOCTE) B KoMuTer. B kaxaoM ciydae pelmeHHE NODKHO NPHHHMAThCH Ha
OCHOBE MEIMIMHCKON ¥ Hay4yHOM OLEHKH HHQPOPMALHH, KOTOpas MOKET CYIIECTBEHHO
MOBJIMSATL HA OLEHKY COOTHOIICHUS MONE3a/PHCK IS IEKapCTBEHHOIO NPOIYKTa WM OKa3arThes
JIOCTATOYHBIM OCHOBaHHEM /Ui BHECCHHA HeoOXOIMMBIX H3MCHEHHMH B JOKYMEHTALMIO
HCCIEA0BAHHUSA, HAIPUMED:
. cooOmeH s, B KOTOPBIX CONEPIKMTCS NONOMHHTENbHAS BakHas MHQPOpMALMA O paHee
3apErHCTPHPOBAHHBIX OCODEHHOCTAX TIPOSABICHMSA MM  THKECTH M3BECTHOH Cephe3HOH
HEJKEJIaTeIbHON PeaKIuu:
. BRXHOE C KIMHHYCCKOHW TOYKM 3PEHHS YBEIMYCHHME YacTOThl M3BECTHBIX CEPbE3HBIX
HexelnaTelIbHBIX PeaKiui;
. HeaxPPEKTHBHOCTE NPU JICHEHHH YIPOXAIOMIMX KH3HK 3aboseBaHnil, npeacTaBIsIomasn
CYUIECTBEHHBIH PHCK JIIA NTAHEHTOB,
. BaXHas CpovHas HHQOpPMANHA M3 KIMHHYECKHX HCCIEIOBAHMH JIEKApCTBEHHOIO
NPOAYKTA, B KOTOPhIX HE YHaCTBYKOT POCCHHCKHE LIEHTPBI, ClOCOOHas CYIIECTBEHHO NOBIHATE
Ha OLIEHKY COOTHOIIEHHS I10Jb3a/PHCK JUIA [IaHHOIO JIEKAPCTBEHHOIO MPOJAYKTa (HanpuMmep:
H3BELIEHHE O MPHOCTAHOBKE HCCIIEIOBAHUA);
. HOBBIE Ba)KHbIE JIaHHBIE N0 OE30MaCHOCTH M3 HEMABHO 3aBEPUICHHBIX HCCIEIOBaHHMH Ha
JKHBOTHBIX (HAIIPHMED: KAHLIEPOreHHOCTh HJIM TEPATON€HHOCTD).

1V.  Cpoku yseoomnenun Komumema:

4.1. Ileppuuneic ¥ TOBTOpHEIC coobmeHus 000 BCEeX JIOKATBHBIX  CEPBE3HBIX
HENpe/BHJCHHBIX HEKeNaTelIbHBIX peakIHAX, B TOM 4YHCIE CBA3AHHBIX C OpPENapaToM
CPAaBHEHHS, BBLIABIICHHBIX B KIIMHHYECKHX HCCJICJOBAHUAX, MIPOXOJAIIHX B MCCIIENOBATEIBCKHX



uenTpax Ha 6ase ['bY3 Pb - B Teuenne mpex pabouux onei.

42. Ilepsuunsie oskcnpecc-cOOOMEHNs O 3apPErHCTPUPOBAHHBIX B POCCHHCKHX H 3apyDOekHBIX
LIEHTpaxX Cephb&IHBIX HENpPeABHICHHEIX HeXelaTe/lbHBIX peakUMsX, NMPHBEAMNX K CMepPTH HIIH
NpPe/ICTABIAIONIHX YIPO3Y JUIS XH3HH CYOBEKTa MCCIIEA0BaHUsA, JO/KHBI NPEJOCTaBIATLCS B
Komuter B Teuenne 90 kanenoaprsvix OHeli TOCIE TOro, KaKk HccaeaoBarTesb Obl1 M3BelleH 0f
ITOM POCCHHCKHM TIOfpa3jieiecHHeM KOMIaHWH CIIOHCOpa MJIM €€ TIpeACTaBHTENEM.
JlononauTensHas WHGOpMaIMs NpeJlocTaBisercs B Tedenne 30 nocneayonmx pabounx JHei.
4.3. CoobuieHus 0 3apEeruCTPHPOBAHHBIX B POCCHHCKUX H 3apyOeKHBIX LEHTpaX Cephe3HbIX
HEMPE/IBHACHHBIX HEKENATENbHbIX PEAKIHAX, KOTOPhIE HE NPHBEIH K CMEPTH U HE CO3/alM
Yyrpo3y JUIA JKHM3HH, CIEAyeT NpPeAoCTaBIATh KaK MOXKHO CKopee, HO He nosauee 90
KAAenOaprsix Oned 1ociie Toro, Kak poccHiickoe rnojipasjielieHHe KOMIIAHHH CIIOHCOpa HIIH €€
IPEACTABUTEND YBEIOMHUI 00 3TOM HCCIEA0BATEIIA.

3! Ilopaook ysedomaenun Komumema.

5.1. Bece coobmenus, momiexamye OSKCIPeCC-OTYOTHOCTH H KacalOIIMecs CEephEe3HBIX
HENPEABHACHHBIX HEXKCIATCeIbHBIX PeaklUui, BLIABICHHBLIX B KJIMHHUYECKHX HCCIIECOBAHUAX,
onobpennsix KoMurerom, Hanpasnsiorcs B KOMHTET B IHCBMEHHOM BHJIE HA PYCCKOM S3BIKE C
NOMIMCEIO [JIABHOIO HMccnenosareis. Jlna ciay4aeB, 3aperdcTpMpPOBaHHBIX 3a pybemxom,
JIOTYCKAeTCA 3all0/IHEHHE HEKOTOPBIX pa3/ie/ioB HA aHTJIHHCKOM SA3BIKE.

5.2. IloaTBep:xacHHEM O MOTYUCHHH NaKeTa JOKyMeHTOB KOMHTETOM SBNIsSETCS YBEIOMICHHE
(xomHs cOOOIMEHHsA) C OTMETKOH (Iara ¥ perMCTPalHOHHBIA HOMEp BXOJAINEro JOKYMEHTaA),
npeAoCTaBlIieHHas IIaBHOMY ucclienosareno B OymaxuoMm Bune. Ha Onmxalmem 3acenanuu
Komurera wudopmaums 3acnymmBaercs, oOCYXKIAeTCs, NPUHUMAETCS K CBEICHUIO (MM
BBIHOCHTCH Jpyroe pemenne Komurera), a M3BEIICHHE (KONMA 3aiBICHMA) C OTMETKOH ©
NPUHATAH HHQOPMAUKH K CBEJCHHKO (MM APYIrOM NPHHSATOM pEIIEHHH), NPEIOCTABIACTCA
IJIABHOMY MCCIIEIOBATEMO B Te4eHHe 7 pabouux JHEH mocie JaTel 3ace/IaHus.

VI. Hugopmayun, ne noonencawian IKCRpecc-omuemuocmu

6.1. B pamxax TekyIle# OTYETHOCTH INpejpocrapisiorcs ExerojiHbie oT4yersl o 6€30nacHoCTH
¥ 3aKOYHTENLHEIN OTYET N0 HCCIIEAOBaHHIO.

6.2. Exerommeni order mo 6e3zomacHOCTH mnpejctaBiser cofod order no Ge30nacHOCTH
KOHKPETHOI'O HCCIIEAYEMOTO MPOAYKTA M BKIIOYAET B Ce0s Cepbe3HbIE HEKENATE/IbHbIC PeaKilMu
W3 BCEX KIHMHMYECKHX HCC/IEJ0BaHMH, NPOBOJAMMBIX CIIOHCOPOM II0 JAaHHOMY IIPOAYKTY B
TEYEHHWE MPEAMECTBYIOIIEr0 roja, a TaKKe KpPaTKHH aHalM3 AaHHBIX 1O 6e30MacHOCTH,
NIOTY9EHHBIX 332 OTYETHEIH IepHOI.

6.2.1. ExerojHsiii oTyer 110 6€30MaCHOCTH JO/KEH COACPIKATh CIICAYIOIMHE Pa3aebl:
- Obmaa wacTe, BKIIOYAIONAN HA3BaHHE HCCIEIYEMOTO MPOIYKTa (AKTHBHOH CyOCTaHIHH),
HHPOPMAIIHIO O NPOU3BOIMTENE HCCIEAYEMOrO MPOAYKTA (AKTHBHOM CyOCTAHIMH), KOMITAHHH,
MOJArOTOBHBILIEH OTYET, & TAKKE yKa3aHHe OTYETHOTO NMEepHoJIa H HOMepa OTYeTa.

- Beenenne (omMcanHe NEKapCTBEHHOIO MPOAYKTA, IOKA3aHHSA, AO3HPOBKH, IPHMEHEHHE B
pasHBIX cTpaHax) W/wiu Pestome mo aktuBHOM cyGcranmmu (Summary of Active Substance),
AAThl PEABIAYINHX NPEACTABICHHBIX OTYETOB.

- MHamenenus B Bpounope ucceneaoparens (Changes to Investigator Brochure).

- Hudopmarus 0 KIMHHYECKUX UCCIIE0BAHHAX:

0030p 3aBepINeHHBIX KiIMHHYeckuX HccaegoBanuii (Overview of Completed CT), o0630p
HE3aBEPUICHHBIX KIMHMYeCKUX Hccnenoanuit (Overview of Ongoing CT), kxomugecTBo
cyOBEKTOB, NPHHHMABIIMX YYacTHE B KIMHHYECKHX MCCIIEJIOBAHHAX, 3a OTYETHBIH IEpHOJ
(Exposure in current ASR Period).

- Pestome mo OesomacHOCTH B KIMHM4YeckWX wMccnejnoeanusx (Study Specific Safety
Summaries): KpaTkoe OIMCaHHe TPOTOKOJIOB M JAHHBIX O CEPbe3HbIX HeNpeIBHIEHHbIX
peaKiMaxX B KaxIOM INPOTOKOJIE, CHHCOK CEPbE3HBIX HEKEIATENbHbIX PEaKUMM, CBOJHBIE
Tab/IHIBI CEPHE3HBIX HEXKETATEILHBIX PEaKIHi.

-



- O6muii anami3 jaHEBX no GesomacHoct (Overall Safety Assessment): JaHHbIE TIO
6e30MaCHOCTH, BHISBIEHHLIE 33 MOCIEAHMHA roj, aHalM3 Mpoduis Ge30MacHOCTH C yHETOM
KoiMuecTBa CYOBLEKTOB MCCIEIOBAaHWA, B TOM HHCIC BHIOBIBIIMX W3  KIMHMYECKHX
MCCITEIOBAHMH.

- Jlpyrue AaHHbIE, KOTOPbI€ MOTYT NOBIMATH Ha fe30nacHoCTh CYOBEKTOB HCC/IE/IOBaHMSA
(HanpuMep, JaHHbIE HEKITMHAUECKHX HCCIE/I0BAHMH).

- Meps! IO MHHUMH3AIMHA PHCKOB! paHee NPE/UIOKCHHBIC MEPBI 10 MHHUMH3AIHH PHCKOB
H OLEHKA KX HPPEKTUBHOCTH, HOBBIE NPEUIOKCHUSA 10 MHHUMH3AIIUH PHCKOB.

- 3axmouenre (Overall Safety Conclusion) (¢ ykazaHueM obueil ONEHKH COOTHOIEHHS
11071533/ PUCK).

6.2.2. Esxerouslit oTyeT 1m0 GezomacHocTH nogaercst B KOMHTET Ha PyCCKOM W/HIIK aHTTHHCKOM
g3pIKax (18 3apyOeKHBIX TIPOH3BOIHTENEH). B ciydae eciH OTHeT NPEAOCTABIACTCA Ha
AHTTTHHCKOM  si3biKe, HeOoOXOOMMO INPWIOXKHTR [E€peBO HA pPYCCKHH f3BIK paszesa
«3axmouenne» (Overall Safety Conclusion).

6.2.3. Cpoxku nogaun ExerozHoro oTiera no 6e30nMacHOCTH - B Teuenue 60 pabouux JHEH OT
JaThl OKOHYAHMS OTYETHOro mepuoja. CIOHCOPY HCC/eJIOBAHMA WM €r0 NPEICTABHTENO Ha
teppuToprr Poccuiickoit Desiepanuu MOTYT NPeIOCTaBIATECA mononaATENpHEE 30 aHEH 14
nepeBojia ¥ OPOPMJICHHS HOKYMEHTAIMH.

6.3. 3aKTIOUMTENHHEH OTHET MO MCCIEIOBAHWIO NPEJOCTAaB/IACTC MOCHC OKOHIAHHA
KTHHHYECKOTO HCCIeI0BaHMs, HE3aBMCHMO OT TOro, ObUIO 1M HCC/eoBaHWE 3aBEPIUICHO IO
MPOTOKOJTY HIH NMPEKPALIEHO 10cpouHO. OGA3aTe/ILHOMY NEpeBoay Ha PYCCKHMH A3BIK MOMTEHKUT
pasmen «Kpatkuii 0630p» (Synopsis).



