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Accouuauns
MexayHapoaHbix

®apmaueBTUHeCKNX
MpowussoguTenen

Good Clinical Practice - Sponsor

1.53 Sponsor

An individual, company, institution, or organization
which takes responsibility for the initiation,
management, and/or financing of a clinical trial.

1.54 Sponsor-Investigator

An individual who both initiates and conducts, alone or
with others, a clinical trial, and under whose immediate
direction the investigational product is administered to,
dispensed to, or used by a subject. The term does not
include any person other than an individual (e.g., it
does not include a corporation or an agency). The
obligations of a sponsor-investigator include both those
of a sponsor and those of an investigator.

Guideline for good clinical practice E6(R2)

1.55. CnoHcop (sponsor):

dun3nYeckoe Unm puamMyeckoe 1nLo, ABALLEeecs
MHULMATOPOM KJIMHUYECKOTO NCCNe0BaHMA U Hecyllee
OTBETCTBEHHOCTb 33 €ro opraHmnsauuo n/mnm
dMHaHCMpoOBaHMe.

1.56. CnoHcop-uccnepgosarennb (sponsor-investigator):
JINLO, KOTOPOE CaMOCTOATENbHO WM COBMECTHO C
APYTMMU TNLAMUN UHULMNPYET N NPOBOANUT KANHUYECKoe
nccneaoBaHme U Noj HenocpeacTBEHHbIM PYKOBOACTBOM
KOTOPOro nccneayemolii npoayKT inbo HasHavatwoT, nbo
BblAaloT cyObeKTy uccnenoBaHua, niMbo nocneaHum
npuHMMaeT ero. CnoHCopoM-UcciegoBaTeNeM MOMKET
6bITb TONbKO dU3nyeckoe nnuo. 06A3aHHOCTN CNOHCOopa-
nccnenoBaTens BKAOYaloT B cebsa 06583aHHOCTM KakK
CNOHCOPa, Tak U nccneaoBaTens.

Haonexcaw,aa knuHuveckasa npakmuka, FOCT P 52379-2005



CnoHcop uccrnepoBaHus

bapmauesTn4eckas HE dapmaLieBTMUYECKas KOMMNaHMS

KOMMNaHWUA

MEKAYHAPOAHbIE —' BbICLLIME yYebHble 3aBeAeHuA
dbapmaueBTnyecKme
\ KOMNaHUu )
) . Hay4YHO-MccnenoBaTeNbCKUE OPraHnU3aLmm
POCCUNCKME ,
(I)ap:v\auleBquec}(me KOMMNaHUU ropogckue 60anMLI,bI, NMONTUKTNHUKHU

06 LecrtBa cneuynajincrtos 34pPpaBOOXpPaHEHUNA

W . 4

Company Sponsored Investigator Sponsored
Study (CSS) Studies (I1SS)



Accouuauns

m:xz:zz:a::zm UNWU: onpepeneHune

MpowussoguTenen

[ISs are clinical studies initiated and managed by a nonpharmaceutical
company researcher/s who could be an individual investigator, an
institution or a group of institutions, and a collaborative study group or a
cooperative group.

Mahanjit Konwar, Debdipta Bose, Nithya J. Gogtay, and Urmila M. Thatte Investigator-initiated studies: Challenges and
solutions. Perspect Clin Res. 2018 Oct-Dec; 9(4): 179-183. doi: 10.4103/picr.PICR 106 18



https://www.ncbi.nlm.nih.gov/pmc/articles/PMC6176691/
https://doi.org/10.4103%2Fpicr.PICR_106_18

Investigator Sponsored Studies (ISS) — different

terms in the industry

Investigator Initiated
Sponsored Research

Investigator
Sponsored Study

Investigator Initiated
Study

I
N\

Investigator Initiated
Trial

Investigator

Initiated/Sponsored

Study/Trial/Research



MpowussoguTenen

. Accoumnaums
MexayHapoaHbix
s ®apmaueBTUHeCKNX

UNWN: onpeaeneHne, BO3MOXHble BapuaHTbl B
3aBMCMMOCTU OT noaxoaoB papM.KoOMNaHUU

Bapuant 1
Knaccudukauma no tTuny uccneaosaHus

4 Investigator-Initiated Trial (IIT) as a clinical )
study with scientific and/or medical merit
developed and sponsored by an independent
third-party sponsor being conducted without

the participation....

o )
/Investigator-lnitiated Research (lIR) as non—\
clinical research by an independent third-
party sponsor to evaluate the effects,
properties or profile of a drug that is

conducted in animals or in vitro assays or

\ utilizes previously collected human tissue /

NCTOYHUK

BapuaHT 2
Knaccndpukauma no BO3MOXKHOCTAM COTPYAHMYECTBA

4 Investigator Sponsored Studies are defined as
unsolicited research originating from an external
sponsor entity, institution or organization and include
studies also known as investigator sponsored trials
\_ (IST), expert initiated research (EIR) or any....

~

J

(e

collaboration with an institution or organization (the
external sponsor must not be a pharmaceutical

research where...

N

NCTOYHUK

~

xternally Sponsored Collaborations are conducted in

company nor a vendor. Individual investigators are not
eligible to enter into an ESC) based on a jointly defined

J



https://www.novartis.com/sites/novartis_com/files/novartis-investigator-initiated-trials.pdf
https://www.sanofi.com/en/science-and-innovation/clinical-trials-and-results/investigator-sponsored-studies

Study types (by Study Sponsor and type of intervention)

1. The study Sponsor

|
Comipany Investigator/Hospital (External Sponsor)
- -
Company Sponsored Investigator Sponsored
Study (CSS) Studies (I1SS)

2. Type of intervention

yes / \ no

Clinical Trials (CTs) - Non-interventional

Interventional (phase I-IV) RWE studies based in existing data

\ /
|

Real World Studies (RWD studies, RWE studies) 8




Accouuauns

ramsnes  R\WE-nccnegoBaHusi — KOMNeKCHas rpynna

MpowussoguTenen

Kpurepuit THNBI H TOOTHITH CcHUIKH
Kn acc M ¢ M Ka IJ‘ M ﬂ TinoTesa/Lens TToHCKOBEIE H IIPOBEPAIOIIHE;, [14, 32]
HceIeoBaHUs onucaTenbHble H aHATUTHYeCKHe

M ccn eno Ba H M ﬁ pyTM H H o ﬁ Ilo Hannuuio WuTeppeniinonHbe (3KcIepUMeHTATBHELE ) 123, 24, 30, 32]
MHTEpPBEHIIMN nparmatindeckue PKH;
HCCIeNOBaHHA B paMKax KoropTH (trial within cohort (TwiCs) man cohort multiple RCT)*;
n p dKTUKNN B 3aBNCMMOCTUN OT BCeHATlpaB/ieHHble KOTOPTHEIE HccnienoRaHust (comprehensive cohort study (CCS);
PKH c oboramenuem nonyasamun (Population enrichment RCT);
iwiactepHsie PKU (Cluster RCT);
M C |1 On b3ye M bIX Kp M Te p M e B HEPaHIOMH3UPOBAHHBIE KOHTPONMMPYeMbIe HCCIEN0BAHHS
oonbune ynpomeHHble PKH;
rHOpUIHEIE HCCIeT0BaHMSA C BHEIHel rpynmoii KoHTpous (single-arm clinical trials
with external controls).
KrazuskcnepnMeHTATEHEIE:
aHaNu3 MPepBaHHBIX BpeMEHHHIX pAnoB (interrupted time-series analysis);
MeToJ cpaBHeHMs paszHocTeii (difference-in-difference);
aHanu3 no/npe- u nocne/moct (before-and-after).
HewHTepBeHIIMOHHEE (Ha0MoaaTeILHEIE ):
KOTOPTHHIE;
HCCIeOBAHMUA CTy4ai—KOHTPOJI;
KPOCC-CEKITHOHAJIbHbIE MCCITEN0BAHUS;
HCCIeNOBaHMS CEPHH CIIyJaeB ¢ KOHTPOIEM 1o caMuM cebe (self-controlled case series design);
e peKpecTHEIE HCCIeI0BAHHS Cyuai—KOHTPOJE;
OMHMCAHWS KIMHHYECKHX CIyJaen

I'pymima HexoutponupyeMnle; [24, 32]
KOHTPOJI/ cpaBHe HUS KOHTPOJIHpYeMELe:

C BHYTPEHHE IpyIInoil KOHTPOJIA;

C BHEIIHeil rpynmnoii KOHTpoJIs;

C CHHTeTHYeCKOH IpyInoil KOHTpos

HCCIeNIOBAHMUSA C KOHTPOJNIEM TI0 caMKM cebe;

NepeKpecTHEIe Hee/leJoBaHKA CIyuaii—KOHTPOIb

PannoMmuzammsa PanpoMusupoBaHHEIE; [24]
KBa3HPaHIOMH3MPOBAHHELE;
HEPaHIOMH3MPOBAHHBIC
HOBOAepE)'KKVIHa EA, rOﬂb,CI,VI Ha T.A. MCCﬂe,ﬂ,OBaHMﬂ IMo cbopy/Tuny ucnonesy- I[lepBUdYHBIE DaHHBIE, [, 23, 30, 33]
PYTUHHOW NPaKTUKN: NPOBeMbl TEPMUHONOTUN U EMbIX NAHHEIX BTOPHHOE HCTIONE3OBAHNE JAHHEIX;
TUOpUAHEL qU3aiiH
K/1laccu d) UKaumn. KpatHocts cbopa naHHeX/ Kpocc-cexilnoHanbHble/0THOMOMeHTHBIE/ TI0TIepeUHEIE; [14, 23, 24, 30,
MeaUHUHCKUE mexHos02ull. OL(EHKG u 8bl60p. 10 BpeMeHH HabIone HHA OMHAMHYeCKHe,/ TIPONOIbHEIE,/ TOHTUTIONHEE: 33,34
YUACTHHKOB, TIO BpeMEeHH MIPOCMEKTHBHEIE;
2023;45 ( 1 ) :50-62. TpocieXUBaHUA NPUIHH- PeTPOCIIEKTUBHEIE;
htt ps: / / doi.o rg / 10.17116 / medtech20234501150 HO-C/IeICTBeHHOH CBA3H nByHanpaBieHHble (ambidirectional, Mpo-H peTpocleKTHBHEE)

TIpumenanue. ™ — TpaBuna Hagexamei TpakTHKH dapMarkoHan3opa Eppasniickoro skoHoMideckoro corosa Ni87 ot 3 Hoatpa 2016 r. Cernka aktipHa Ha 11.01.23.
https://docs.eaeunion.org/docs/ru-ru/01411948 /cned_21112016_87



RWE-nccnegoBaHunsi Obinuv Bceraa, unu «ao» N «nocne»

«A0» * Poctumncna «MNOCHE»

UCTOYHUKOB
AaHHbIX

[ KINMHN4YeCKne nccnengoBaHunA J
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NHble BapnaHTbI
An3anHa

HoBogepexkunHa E.A., TonbanHa T.A. UccnegoBaHUsA pyTUHHOW NPAKTUKKU: Npob6iembl TEPMUHONOTUKN M KnaccuduKaumm.
MeduyuHckue mexHonoauu. OyeHKa u 8bibop. 2023;45(1):50-62. https://doi.org/10.17116/medtech20234501150

NccnenoBaHMA PYTUHHOM MPaKTUKK: Npobsiembl TEPMUHONOMMN U KnaccuduKaumm
(mediasphera.ru)



https://www.mediasphera.ru/issues/meditsinskie-tekhnologii-otsenka-i-vybor/2023/1/1221906782023011050?ysclid=lfvueijkop22497175

® apmaueBTUYECcKUX
Mpoussogutenei

CopepxaHue [ T }

npUHUMNbI, TpeboBaHuA, npoueccobl Ansa ISSs,
noaaepXmBaembix apmaLeBTUYECKMMU KOMNAHUAMMU;




Opranusauma CSS n U

MNMpouecchbl
3aKOHOAaTe/1bCTBO Passutue ] yrnpaBneHus CraTtuctnueckun
KOoHUenuuun OaHHbIMU aHaJlin3

Pa3zButue
npoToKona

J

Cuctema
MeHeaXXMeHTa

Crapt cbopa
NaHHbIX nccnenoBaHu

KayecCTBa

3aKpbiTue

PasBurtue BHepapeHue NMpoBeneHue

uccrnenoBaHus.
CnoHcopa — uccregoBaHus uccrnenoBaHus nccnenoBaHuUSA AN DaHALIX.
A 4
A
@ D
KNO
§ y [ NMnaHupoBaHue } OKoOH4YaHue
CTaTUCTUKMU cbopa AaHHbIX
[ dapm.KOMnNaHUm } My6nukaums

Bbi6op
nocraBLMKa
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¥ MexayHapoaHbix
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MpowussoguTenen

Company Sponsored Study (CSS) Investigator Initiated Study (ISS)
CnoHcop nccnepoBaHusn dapmaueBTUUECKAA KOMNAHUA YupexgeHue
CobcTBEHHUK pe3ynbTaToB
dapmaueBTUUECKAA KOMNAHUA YupexgeHue
uccneaoBaHuA
Pa3ssuTtue, ynpasneHue,
ynp dapmaueBTUUECKaa KOMMNaHUA YupexaeHue/Uccneposatens*
nposeaeHue
YupexageHue n/vmnum
Broa)eT uccnenosaHums dapmaueBTUUECKAA KOMNAHUA
dapmaueBTnyeCKaa KOMNaHUA

* B HEKOTOpPbIX GapmaLeBTUYECKNX KOMNaHKUAX, ecan CMK
NO3BO/IAET, KOMNAHUA MOXKET COTPYAHNYATb C UCCNeaoBaTeNAM
Ha HEKOTOpPbIX CTaAMAX NPOEKTa




UNWN: yyacTHUKM npouecca

UccneposaTtenb

YupexxgeHue

(HE ®apmauesTuueckas
KOMMaHus)

(OF PMaueBTU4eCKaa KoMmnaHuA

pa3pabaTtbiBaeT naeo nccnesoBaHusa, NULLIET
KOHLLeNUMio U NPOTOKON UCCNeJ0BaHuMS,

oa06pseT uccneposaHue B Gapm.KOMNaHUK,
OpraHu3yeT 1 NPOBOAUT UCCef0BaHNE

npeacTaBAseT HayuyHO-UCCnea0BaTeNbCKYO 6a3y,
ABNAETCA CNOHCOPOM UCCNea0BaHUA,
3aK/1t04aEeT KOHTPAKT

MOXeT bbITb HaHATa YupexaeHunem,
opraHusyeT 1 NPOBOAUT UCCIef0BaHNE

pacCmaTpuBaeT MCCaeagoBaHUE,
3dK/1K04aeT KOHTPAKT CO CNOHCOPOM,
npeaoctaBaAdeT rpaHT Ha UccnegoBaHuMe



OcCHOBHbIe 3rieMeHTbl npouecca ogobpeHus ISS
B (papmMaLeBTUYECKON KOMMaHUU

MepBbIK 3Tan oa40bpeHuUs,
6onbwan yactb UNMN nonyyaer
OTKa3 Ha 3TOM 3Tane

Study outline and study funding approval
by pharmaceutical company

Study protocol approval by
pharmaceutical company

Fair Market Value (FMV) must be
assessed when support includes funding

Sponsor’s qualification must be checked

A contract must be signed




[MoTeHUManbHbIe KPUTEPUN OLLEHKN NccnepoBaHus Ha
nepBoOM 3Tane

Accoumnaums
MexayHapoaHbix
s ®apmaueBTUHeCKNX

MpowussoguTenen

Hay4YHbIN MHTEPEC, Hay4YHaA HOBU3HaA,

COOTBETCTBME MNPEAJIOKEHHOTO WCCNeA0BaHMA CTpaTerMm MeauuUHCKOro
NPOAYKTA,

KBannpukauma nccnenoBaTens,
BO3MOHOCTU NpOBeAEHNA NCCNea0oBaHUS,

06A3aTe/NIbCTBO CNOHCOPA B35Tb Ha cebs OTBETCTBEHHOCTb U 06A3aTENLCTBA NO
cobnoaeHUI0 NPUMEHUMbBIX HOPMATUBHbIX TPEOOBAHUIMN U ObITb YKa3aHHbIM B
Ka4yecTBe CNOHCOpa B NPOTOKO/1Ie nccneoBaHmA



‘-5' ﬂ::‘ﬁz:zﬁsﬁ:::m KoHTpakT 1 noTeHUnanbHble BUAbI NOAAEPKKN

MpowussoguTenen

lOPUAMYECKM 3TO AOrOBOP
KoHTpaKT Ha MU @ NoKepTBOBAHUA (MeXay
dbapmaLeBTUYECKOM

KomnaHuein n CroHcopom) MoTeHunanbHbIe BUADbI

noaaep*KKu:

* oOueHKa bloarkeTa B cooTBeTcTBMM C Fair Market Value,
* npenapart
AeTannlauma pacxogos; P P

o n/mnu
* MPO3PaYHOCTb YCNOBUI KOHTPAKTA U pacKkpbiTne

noaaepxKnM nccnengoBaHuMA, * NeHbru

®* KOHTPAaKT nognumcoiBaeTCcAaA 40 Ha4va/a nobbix pa60T B
nccnegoBsaHuUn,

¢* OTYETHOCTb NO OCyWeCcTBAAEMbIM TPATAM B COOTBETCTBUU
C 6I-0,£I,H-(€TOM, obecneyeHune NPO3Pa4YHOCTH.



MexayHapoaHbix

{ .» dopmupoBaHue brogxeTta uccrnegoBaHus

Mpoussogurtenei

¢ OocywectBnAaeTCa nccanenoBartenem,

KaK NMpasunno, npeaocraBadaeTca Ha pacCMoTpeHne ogHoBpeMeHHO C

dopmunpoBaHue broarkeTa - ogHa ,
KoHUenunen nccnengosaHmA

n3 yactbix npobnem 8 N

3anpaluimMBaeMblit BroaKeT A0MKeH ObITb AeTa/IbHbIM,
PaCKPbIBAOLWMMM NPUHLUMUNBI GOPMUPOBAHMUS.

YacTo BcTpeyvaeTca OTCYTCTBUE:

> [eTanusaunm pacxoaos (Hanpumep, 3anpalinBaeTca NPOCTo CYMMa,

nmbo cymma, pasbutana Ha 2-3 yacTu),
KauyecTBeHHO
> CTPYKTYpbl LeHoobpa3oBaHUA (HanpMmep, yKkasaHa cTaTba oniaTbl COCTaBNEHHbIN BloaXKeT
nccnepgosatenam n obuwana cymma, Ho HeT MHPopmaumm no onnate 1 9KOHOMUT BpeMsa Ha
nccneposatento 3a 1 UPK), sTane FMV

» MPUHLUKUNOB LeHoobpa3oBaHMa (HanpMmep, Kakum obpasom
onpeaensieTca CToMMocTb onnatbl 3a 1 UPK)



1. The study Sponsor

V
Comipany Investigator/Hospital (External Sponsor)
Company Sponsored Investigator Sponsored
Study (CSS) Studies (ISS) MWW Kak
KNMHUYecKoe
_ _ nccnegosaHue
ype of intervention
yes/ no

Clinica_ll Trials (CTs) - Non-interventional

Interventional (phase I-IV) RWE studies based in existing data

\ J
|

Real World Studies (RWD studies, RWE studies) 19

Study types (by Study Sponsor and type of intervention)



®3 Ne61: opraHusauumn, umeroLw e npaBo
OCYLLEeCTBNATb KIMIMHNYECKUe nccrieqoBaHus

CraTtbAa 38:

Pa3paboTumK nekapCcTBEHHOro
npenapaTta unu

HayyHoe/y4ebHblie yuperkaeHusa

OpraHu13aLumio NpoBeaeHUA KANHUYECKUX
nccneaoBaHUN IeKapCTBEHHOMo npenapaTa

YNO/IHOMOYEHHOE UM INLO
ANA MeAULUMHCKOro NPUMEHEHUA BNpaBe
P N obpa3oBaTesibHble
OCYLLECTBAATL:
yi MexayHapoaHbie OpraHu3aLmm BbiCLLErO
dbapmaueBTUYECKME 06pa3oBaHu
1) pa3paboTymMK NekapCcTBEHHOro npenapara q KOMMaHuu ) J
AN YNOTHOMOYEHHOE UM INLLO; D
’ ! Poccuiickme \ oprann3auin
OMNOJIHUTE/IbHOIO
2) obpa3oBaTenbHble OpraHu3aLnm BbiCLLEro bapMaLeBTUYeCKne A
O6pa3OBaHMﬂ, opraHnsauunu KOMMNaHUU I'IpOCI)6eCCMOHaf|bHOI'O
[ONONHUTENBHOTO NPOGECCMOHANBHOTO - g 0DPa3oBaHnA J
(" N
obpa3oBaHus; )
Jlnua, ynoNHOMOYEHHble HayuHo-
3) HayyHO-uUccneaoBaTeENbCKME OPraHM3aLun. pa3pabotunkom J1C nccnenoBaTenbCcKkue
. ) opraHmsauum

®edepanbHoili 3akoH om 12.04.2010 N 61-®3 (peod. om 19.12.2022) "O6 obpaweHuu
/s1leKapcmeeHHbIx cpedcms” (c usm. u don., ecmyn. 8 cuay ¢ 01.03.2023)



Study types (by Study Sponsor and type of intervention)

1. The study Sponsor

y
Comipany Investigator/Hospital (External Sponsor)
. &
Company Sponsored Investigator Sponsored NN Kak
Study (CSS) Studies (ISS) HEeMHTepPBEHLIMOHHOE

ncecnenoBaHue

2. Type of intervention

yes / \ no

Clinical Trials (CTs) - Non-interventional

Interventional (phase I-IV) RWE studies based in existing data

\ J
|

Real World Studies (RWD studies, RWE studies) 21




dapmaueBTHUYECKas JleyuebHOE MK HayyHOe
KOMMaHUA

yypexaeHue

MexayHapoaHble
dbapmaueBTUYECKME KOMNAHUN

Bbicwune y‘-IE6HbIe 3aBegeHuA

Poccuinckume Hay4Ho-uccnegosatenbckme
dbapmaueBTMYECKME KOMMAHMN opraHusauum

. J

[opoackme 60nbHULbI,
NONUK/INHNKK

ObuwecTBa cneunaancTos
3/1paBOOXPaHEHMA
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Accouuauns

Cee BoiOop AM3avHa uccrnegoBaHuA

Mpoussogutenen

Interventional Non-interventional
RWE studies based in existing data

\

*

Y
Real World Studies (RWD studies, RWE studies)

t*

4acTo BbibUpaeT Nlyylle BbIbUpaTb, eCcan ucciesoBaTesb

nccnenoBaTtesb He roToB cnefoBaThb perynaunam/He
MMeEeT COOTBETCTBYHOLLLEN Da3bl

‘ (npoueccbl, CMK, Bo3amoKHOCTU 1 Ap)

cneposaHue perynaumam KaInHN4YeCKUX

nccneaoBaHUM

(ogHO U3 peweHnn — Hamm KMO CnoHcopom)



® apmaueBTUYECcKUX
Mpoussogutenei

CopepxaHue [ = }

case-studies




Accouuauns
MexayHapoaHbix

®apmaueBTUYecknx
MpowussoguTenen

«Observational Study ofé i

and Obesity. (PUZZLE)»

Sponsor:
Russian Heart Failure Society

Information provided by (Responsible Party):
Yury Vasyuk, Russian Heart Failure Society

Study Design

Observational Model:
Time Perspective:
Official Title:

Actual Study Start Date €
Estimated Primary Completion Date € :
Estimated Study Completion Date €

Observational
94 participants
Cohort
Prospective

Observational Prospective stUdy of
Hypertension and obEsity in Routine Clinica

January 16, 2017
February 2020
March 31, 2020

Cebinka: https://www.clinicaltrials.qov/ct2/show/NCT03006796 ?term=Vasyuk&rank=1

25

UAN, HenHTepBEeHUMOHHOE UcCcrieaoBaHue
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https://www.clinicaltrials.gov/ct2/show/NCT03006796?term=Vasyuk&rank=1

Accouuauns

e MU, HeuHTepBeHUMOHHOE nccnegoBaHue

Mpoussogutenen

. S R S TR it o 5
«Observational Study Jﬁaﬁ. - BaANe e i Pragname

and Obesity. (PUZZLE)»

Groups and Cohorts

in Hypertension

Go to E]

Group/Cohort @

TR
group 1 i

%75 mg per os once a day for 6 months.

TR

) R e : o 7 i -
Group 2 - patients receiving [t st tias s p Ol s TR S SIS S per once a day for 6 months.

Outcome Measures

Goto E]

Primary Qutcome Measures @ :

1. Clinic systolic blood pressure lowering. [ Time Frame: From baseline (Month 0) to the study-end visit (Month 6) |

Lowering of clinic systolic blood pressure.

Secondary Outcome Measures @ :

1. 24-hour systolic brachial and central blood pressure lowering. [ Time Frame: From baseline (Month 0) to the study-end visit (Month 6). ]

Lowering of ambulatory brachial and central blood pressure.

2. 24-hour aortic pulse wave velocity reduction. [ Time Frame: From baseline (Month 0) to the study-end visit (Month 6). ]

26


https://www.clinicaltrials.gov/ct2/show/NCT03006796?term=Vasyuk&rank=1
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UNWN, niTtepBeHUMOHHOE UccrieaoBaHue

=
-
4

R B R
e LSRR
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ILE —5

-zﬁ-

Classical Hodgkm s Lymphoma (BASALT)

Sponsor:

Federal Research Institute of Pediatric Hematology, Oncology and Immunology

Information provided by (Responsible Party):
Federal Research Institute of Pediatric Hematology, Oncology and Immunology

3 as Alternative to the Autologous Stem Cell Transplantation in Relapsed and Refractory

ClinicalTrials.gov Identifier: NCTO3474133

See Contacts and Locations

Study Design

Goto | -

Allocation:
Intervention Model:
Masking:

Primary Purpose:

Interventional (Clinical Trial)

80 participants

M7A,

Single Group Assignment
Mone (Open Label)
Treatment

Official Title:

Taod z:r.:gﬁ

Actual Study Start Date € :
Estimated Primary Completion Date @ :
Estimated Study Completion Date € :

May 14, 2019
October 1, 2023
December 2, 2023

";gf‘ ) “‘i";;’?‘fﬁ?ﬁs Alternative to the Autologous Stem Cell Transplantation in Relapsed and Refractory Classical Hodgkin's Lymphoma (BASALT)

Ccbinka: https://www.clinicaltrials.gov/ct2/show/NCT03474133?term=NCT03474133&rank=1
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Locations

Russian Federation

City clinical hospital Ne40 Recruiting
Moscow, Russian Federation, 129301
Contact: Vadim Doronin, MD, PhD  +74956832613 vadim.doronin@medinnova.org
Recruiting

R. Gorbacheva Research Institute of Pediatric Hematology and Transfusiology; Pavlov State Medical University of Saint-Petersburg

Saint Petersburg, Russian Federation, 197022
Contact: Natalia Mikhailova, MD, PhD bmt.lymphoma@gmail.com

Sponsors and Collaborators

Federal Research Institute of Pediatric Hematology, Oncology and Immunology

Investigators

Principal Investigator: Nikolay Zhukov, MD, Phd Dmitry Rogachev National Research Center of Pediatric Hematology, Oncology

Ccbinka: https://www.clinicaltrials.gov/ct2/show/NCT03474133?term=NCT03474133&rank=1
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Trial record 2 of 5 for: Barbarash, Kemerovo | Russia

< Previous Study | ReturntoList | Next Study »

i “Jin Hypertensive pAtients With Stable Ischemic Heart Disease and DiabEtes MEllitus. (AcADEME)

ClinicalTrials.gov Identifier: NCT03539627

The safety and scientific validity of this study is the responsibility of the
study sponsor and investigators. Listing a study does not mean it has
been evaluated by the U.S. Federal Government. Read our disclaimer
for details.

Recruitment Status € : Completed
First Posted @ : May 29, 2018
Last Update Posted @ : October 26, 2022

View this study on Beta.ClinicalTrials.gov

Sponsor:
Research Institute for Complex Problems of Cardiovascular Diseases, Russia

Information provided by (Responsible Party):
Olga Barbarash, Research Institute for Complex Problems of Cardiovascular Diseases, Russia

Study Details == Tabular View = No Results Posted Disclaimer [ How to Read a Study Record

Study Description Goto E]

CcblinkKa:
https://www.clinicaltrials.gov/ct2/show/NCT03539627?term=Barbarash%2C+Kemerovo&cntry=RU&draw=2&rank=2
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Groups and Cohorts

Goto [ + |

Group/Cohort €@ Intervention/treatment €@

patients with hypertension, CAD and diabetes

Drug: 35 el
Patients with hypertension associated with stable CAD and diabetes o @ pa@l & 2
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Outcome Measures

Goto [ v |

Primary Outcome Measures @ :

1. Systolic blood pressure [ Time Frame: interval: up to 24 weeks ]

Dynamics of clinical SBP from the baseline against the background of therapy wit

CEHE

Secondary Qutcome Measures @ :

1. Diastolic blood pressure [ Time Frame: interval: up to 24 weeks ]

Dynamics of clinical DBP from the baseline against the background of therapy with @é@(intewal: Visit of inclusion - Visit 5);

2. Dynamics of renal function (filtration) [ Time Frame: interval: up to 24 weeks ]

Dynamics of eGFR

Ccbinka:

https://www.clinicaltrials.gov/ct2/show/NCT03539627?term=Barbarash%2C+Kemerovo&cntry=RU&draw=2&rank=2
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Quality of Life, Symptoms and Treatment Satisfaction in Adult
Patients Wlth Relapsed and/or Refractory Multlple Myeloma,

e ) § g 2

Sponsor:
Multinational Center for Quality of Life Research, Russia

Information provided by (Responsible Party):
Multinational Center for Quality of Life Research, Russia

2019 ) 2022

Ccblnku:

» https://clinicaltrials.gov/ct2/show/NCT03903406?term=NCT03903406&rank=1

» KAYECTBO }M3HU MAUMEHTOB N SPDEKTUBHOCTb JIEYEHMA PELIMOMBOB/PEGPAKTEPHON
MHOECTBEHHOM MUEJIOMbI MO TPEXKOMMOHEHTHOW CXEME IXARD: PE3Y/IbTATbI
MHOTOLLEHTPOBOIO NMM/JIOTHOIO UCC/IEAOBAHMSA B YCNOBUSAX PEAJIbHOW KNMHUYECKOM
MPAKTUKM — Tema Hay4yHOM CTaTbM NO KAMHUYECKOW MeanLUMHE YnTalTe 6ecniaTHO TEKCT Hay4HO-
nccneoBaTe/IbCKoM paboTbl B 31EKTPOHHON brubamoteke Knbep/leHnuka (cyberleninka.ru)
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