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AAS ObICTOOro BO3BPALLLEHMS HO CTPAHULLY COAEPXAHUI HOXKMMUTE HO AOTO AKOAEMMU BBEPXY CTPOHMLLbI



BBEAEHME

3a4eM HY)XHO perMcTpuMpoBdTb UCCAEAOBAHUE B OTKPbITOU 6a3e AAHHbIX?

e BO-NEPBbLIX, ITO IBAJETCH 0OA3ATEABHBIM TPEOOBAHNEM AAS MYOAUKALUU PE3YALTATOB
PAOHAOMUIUPOBAHHOIO KAMHUYECKOIO UCCAEAOBAHUA (O XXEAQTEABHO, AKOOOTO MPOCMNEKTMBHOIO
MCCAEAOBAHMS) B MOUAUYHOM PELIEH3IMPYEMOM XYPHAAE. 3QDAATOBPEMEHHAY (A0 HOYOAQ HOBOPO
NALUMEHTOB) PEMMCTPALIMA MPOTOKOAT MO3BOAJET MOBLICUTb YPOBEHb AOBEPUS K MPOBOAMMOM PADOTE, O
TaKke obecneymBaeT NpPo3pPaAYHOCTb PE3YABTATOB.

e BO-BTOPbIX, 3TO HEODXOAMMO AAS UCKAIOYEHUSA HEHY)XXHOIO AYOAUPOBAHUA CXOXXUX UCCACAOBOHMUM,
HAMPABAEHHbIX HO PeLLEHMI AHAAOTUYHBIX MPobAem. OBHApYyXeHne B 0a3e AQHHbIX PADOTHI
MAEHTMYHOTO AM3AMHA MO3BOASET MCCAEAOBATEAIM 3APAHEE NEPECMOTPETL LLIEAECOODPA3HOCTD
BbIMOAHEHWA COOCTBEHHOIO MPOTOKOAQ.

e B-TpeTbmx, 6a3bl AOHHbIX KAMHUHECKUX UCCAAOBAHUN HACTO CAYXXAT UCTOYHUKOM NMOUCKA MNPMU
BbIMOAHEHUU CUCTEMATUHECKUNX 0630pOB, O OOHAPYXEHHbLIE B HUX PE3YABTATBI MOTYT BKAIOYATHCS B
METAAHAAM3bI ACKE MPU OTCYTCTBMU NYOAUKALMU B PELLEHIMPYEMOM XYPHAAE. I3TO TAKXE
NOAYEPKMBAET BOXKHOCTb CBOEBPEMEHHOIO AODOABAEHUSA PEIYABTATOB B ©OA3Y AQHHDbIX.

e B-4yetBepTHIX, DA30 AOHHbLIX MO3BOASIET NALUEHTAM HAOUTU UHTEPECYIOLLEE UX UCCAEAOBAHMUE C LLEAbIO
AKTUBHOIO BCTYNMAEHMUSA, YTO MOAOXMTEABHBIM ODPA3OM MOXET CKA3ATLCA HO CKOPOCTM HODOPA
AQHHDbIX.



NMPOLECC PETMCTPALMUUN UCCAEAOBAHUA

Co3A0HUME AKKAYHTA
¢ OCHOBHbIM CMOCODOM MOAYHEHUA AOCTYNA K PETUCTPALMM KAMHMYECKMX MCCAEAOBOHMU IBAIETCA CO3AQHME

OKKAQYHTO OPraHmM3aLmm (ECAM OH OTCYTCTBYET), KOTOPbIM YMPABAIET AAMUHMCTOATOP (OTBETCTBEHHOE AMLLO,
HA3HAYAEMOE YYPEXAEHMEM), BEIAQIOLLIMM MAPOAM AOCTYNA OTAEAbHBIM MCCAEAOBATEAIM. TOKOM MOAXOA
HOMOOAEE LLIEAECOODPA3EH AAT KPYIMHbBIX YHPEXAEHUM, HO OA3€ KOTOPbIX PAOOTAET MHOTO MCCAEAOBATEAEN,
KAXAbIM U3 KOTOPbIX PETUCTPMPYET CBOM MPOTOKOAbI. [1oK1 OTCYTCTBMM EAMHOM YHETHOMU 3ATMMCHU YHPEXAEHMSI U
OTBETCTBEHHOIO AMUA CHUCTEMA TNO3BOAAET CO3AABATL MHAUBUNAYUOAbHBIE AKKAYHTblI AAd MHAMBUAYCOABHbBIX
MCCAEAOBATEAEN, XOTA ITO HE PEKOMEHAYETCA.

Ba>xxHo. KpO/v\e 3AlroAHeHMs 3AQ4ABKHM BA>XKHO ,A,CJ/\bHeI;ILLIee ee BepAeHHe AO MOMEeHTA OKOHYAHWA MCCAeAOBAHMA, A

TAKXE MYOAMKALMS PE3YALTATOB. [1PABUAQ BEAEHMS 3A9BKM CMOTPETL B KOHLIE METOAMNYKM.

Study ldentification

e Unique Protocol ID: HOMepP NMCCAEAOBAHMS, KOTOPbBIUN BIAOETCSA OpraHmsaument. AAa ClOHCUPYEMbIX
MCCAEAOBAHUM OH COOTBETCTBYET HOMEPY 3A49BKM B MUH3APABE, O AAT OKOAEMMYECKMX PADOT MOXET ObITb
AOObBIM, HOMPUMMEP, COOTBETCTBOBATb HOMEPY BbIMMCKU M3 3ACEATHNA AOKOABHOTO 3TMHECKOTO KOMMUTETA.

e Brief Title: kOpoOTKOE HO3BAHME MCCAEAOBAHUA + €I0 AKPOHUM (ECAM OH €CTb) OCPUMLIMAABHOE HA3BAHME
MCCAEAOBAHMUS.

o Official Title: moxeT ObITb TOAKMM XE, KOK KOPOTKOE

e Secondary IDs: Heoba3aTeAbBHOE MOAE (B paAae MHCTUTYTOB B CLLA yKQ3bIBAIOT HOMEP MNPAHTA, ECAM
MCCAEAOBOHME cnoHcupyeTca National Institutes of Health)



NMPOLECC PETMCTPALMUUN UCCAEAOBAHUA

Study Status

e Record Verification: poata nocaepAHEro OOHOBAEHMA MHADOPMALMKM OO MCCAEAOBAHUMN. OOHOBAATb AQTY CAEAYET
KOXAbIM PA3 MNP HEODXOAMMOCTM BHECEHMST MIMEHEHMM B 3A5BKY M MOTOM, KOK MUHUMYM, OAMH PA3 B TOA, MOKO
NPOAOAXAETCH paBOoTA.

e Overall Status: ctaryc pa®oTbl (HE HAYAT, HAOYAT, 3ABEPLLEH HODOP NALUMEHTOB, 3ABEPLLEHO, MPUOCTAHOBAEHO
MAU OTMEHEHO MCCAEAOBOHME U T.A.)

e Study Start: BHOCUTCI AQTA AKTYAABHOTO MAM OXMAAEMOTO HOYOAQ MCCAEAOBAHMA. [10 NPOLLIECTBUIO
OXMAQEMOM AQTbI €€ HYXXHO OYAET 3AMEHUTb HA AKTYOAAbHYIO.

e Primary Completion: BHOCUTCA AQTA AKTYAABHOTO MAM OXMAQEMOTO OKOHYAHMA cCOOPA MHAOOPMALMM MO
NEPBMYHOU KOHEYHOM TOYKE (MHADOPMALMS MO ARPYITMM MU3Y4OEMBIM CODBITUAM U HEXEAQTEABHbBIM FBAEHMAM
MOXET eLLLe ObITb He COOPAHA K 3TOMY AHIO). M3HAYOABHO OOO3HAYAETCH NMPUMEPHAS OXMATEMAN AQTA, MO
AOCTMXEHMIO KOTOPOU NOoTpebyeTtcs ee OOHOBAEHME MAM 3AMEHA HAO OKTYAAbHYIO.

INB: ecan Bbl yKQ3QAM, HTO MICCAEAOBAHME 3AQKOHYEHO [CTATYyCbhl completed u termninated], TO yXXe& HEAb3s NMOCTABUTH
OTBET «anficipatead.

e Study Completion: AaTQ OKOHYOHUA MCCAEAOBAHMS C 3ABEPLLEHNE COOPA MHADOPMALIMM MO BCEM MEPBMYHbBIM
M BTOPUYHbIM KOHEYHbIM TOYKOM.

KommeHTapumn: obbiiHO Primary Competition date 11 Study Completion — 3710 oAHO U TOKXE AQTA. PA3HbIE AQTbI
YKQ3bIBAKOT, KOrAQ COOP AQHHbIX AAS MEPBUYHOM TOYKM 3QKOHYMTCS PAHbLUE, YeEM HADOP AQHHbIX AAS BTOPMYHbIX

TO4YeK.



NMPOLECC PETMCTPALMUUN UCCAEAOBAHUA

Sponsor/Collaborators

e Sponsor: OPraHM3aToP MCCAEAOBAHMS C TOYKM 3peHns GCP, 1.e. opraHmsaums, Kotopas bepet Ha cebs BCLo
OTBETCTBEHHOCTb 30 MPOBEAEHME MCCAEAOBAHUA. AAT MHULMMPOBAHHBIX MEAMLIMHCKOM MHAYCTPUEM PADOT
CMOHCOPOM MOXET BbITb YipexaeHune (HUN, YHueepcutet, Akaaemms, AlY) MAM KOHTPAKTHAOS
MCCAEAOBATEABCKAS OPraHm3aumd. MNpm NpoBeAEHUN AKAAEMMHECKMX (MCCAEAOBATEAL-MHULIMMPOOBAHHbIX
MCCAEAOBOHMM) CMOHCOPOM BCETAQ OyaeT yipexaeHme (HN, YHueepcutet, Akaaemms, ATTY).

e Responsible Party: oCHOBHOE OTBETCTBEHHOE AMLLO, KOTOPbLIM OObIYHO IBAFETCH CAMO YYpeEXAEHME (CMOHCOP), HO
MOXET ObITb HO3HAYEH M TAOBHbIM MCCAEAOBATEAD MAM ODQ BMECTE.

KommeHTapuu: obpatmre BHUMAHME, YTO rnpm 0OO03HAYEHMM OTBETCTBEHHOM CTOPOHOM CMOHCOPA BCE 3AMMUCH
AOAXHbI ObITb MOATBEPXKAEHI AAMMHUCTPATOPOM YYETHOM 3AMNMUCH YHPEXAEHMS MEPEA MX OUHAABHOM
nyoAmKaumen. B Toxe Bpems rnpm Ha3HAYeHMM TAQBHOITO MCCAEAOBATEAS OTBETCTBEHHbLIM AULIOM AOMNOAHUTEABHOE
0AO0DpPEHME 3anncen He TpebyerTcs.

e Collaborators: npm HEOOXOAMMOCTM CIOAQ MOXHO AODABUTE AOMOAHUTEAbHbBIE OPTAHM3ALMM YYACTBYIOLLIME B
paboTte. Peyb HE MPO LUEHTPLI, HOBDUMPAIOLLME MATEPUAA, A YYPEXAEHMS, BHELLUHME BKAOA B PA3PADOTKY

MPOTOKOAQ U/MAM NpoBeAEHUE PADOTbI. OObIMHO 3TO MMEET 3HAYEHUE MPU BbIMOAHEHUW TPAHTA, PA3AEAEHHOTO
HO HECKOAbKO OPraHmM3aLmm.




NMPOLECC PETMCTPALMUUN UCCAEAOBAHUA

Oversight

e U.S. FDA-regulated Drug: ecAan paboTta He CBA3AOHA C MCMOAb3OBAHMEM PETYAUPYEMbBIX FDA AEKAQPCTBEHHbIX MPENAPATOB
MAU DUOAOTMHECKMX MPOAYKTOB HA Tepputopmm CLUA, To CcTaBuTCa «NOY. BOABLLIMHCTBO OKAAEMMYECKMX M CIIOHCHUPYEMbIX
MCCAEAOBAOHMU B POCCHM HE MMEET OTHOLLEHMA K MCMNOAB3OBAHMIO NMPEMNAPATOB HA TeppuTopmm CLLA.

e U.S. FDA-regulated Device: ecan paboTta HE CBA3AHA C UMCMOAb3OBAHUEM PETYAMPYEMbBIX FDA MEANLMHCKMX M3AEAUM HO
Tepputopmm CLLA, To ctaBmtcd «Now.

e U.S. FDA IND/IDE: ecam paboTta He CBA3AHA C M3YYEHUMEM HOBbIX AEKAPCTBEHHbLIX MPENAPATOB UAU MEAMNLIMHCKMX U3AEAUMN,
peryampyembix FDA, Ha Tepputopum CLLUA, To ctaBmtca «Now.

e Board Status: ctaryc nopAQ4m 3059BKM HO SKCMEPTUIY MCCAEAOBAHMSA B AOKAABHbIM STUHECKMM KOMUTET. Approved - eCAM yXe
MNOAYYEHO OAODPEHUE (HYXXEH HOMEP U AATA BbLIMUCKM), pending — ECAM OAODPEHUNE OXMAQETCA. B TAKOM CAyYaE CTATYC
CAEAYET OOHOBUTL MO MEPE MOAYYEHMS BbIMMCKU. [TOKA HET AOHHBIX O KOMUTETE HADOMPATL MALMEHTOB HEAbB3, HO OTMPABMTb
3A9BKY MOXHO.

e Approval Number: Homep Bbinmckn ASK

e Board Name: Ha3saHmne ASK

e Board Affiliation: y4pexaeHune, Ha 6asze koToporo padoraetr ASK

e Phone: tfeAecdpoH ASK Email: email ASK

e Address: aapec ASK

e Data Monitoring: NAQHUPYETCH AU NPOBEAEHME MOHMUTOPUHIA AQHHbIX

e FDA Regulated Intervention: ecAav pabota He npoBoamnTCa HO Tepputopmm CLLUA 1 HE NOAAEXUT peryAmposaHmio FDA (Bce
MCCAEAOBAHUA HA TEPPUTOPUM POCCHIM), TO CTABUTCS «NOM.



NMPOLECC PETMCTPALMUUN UCCAEAOBAHUA

Study Description

e Brief Summary: kpatkoe onmcaHne PadoThl (LLEAb U AU3AMH)
e Detailed Description: Mo XXeAaHMio MOAPOOHOE ONMMCAHUE PAOOTHI

Conditions

e Conditions: coctosgHue, KoTopoe n3y4aeTcyd B pabdoTte (k npumepy: Atrial fibrillation, Heart Failure, Venous
thromboembolism)
o Keywords: KAlO4YEBbBIE CAOBC



NMPOLUECC PETMCTPALUMM MCCAEAOBAHMUSA
Study Design

B 3TOM pa3AEAE OMUCBIBAETCH AM3AMH MCCAEAOBAHMS

Primary Purpose: nepBmiHas LeAb MICCAEAOBAHUA (AMATHOCTMKA, A€4YEeHME, MPOJOUAAKTMKA M T.M.)

Study Phase: doa3a MCCAeAOBAHMA AEKAPCTBEHHOIO MNPEenapaATa (00ObIMHO [V AA OKOAEMMYECKMX
MCCAEAOBAHUMN) MAU MEAMLIMHCKOTO M3paeAmsa (NA).

Interventional Study Model: oAHO MAM HECKOABKO Tpynn, NMAOPAAAEAbHbIM UAM MEPEKPECTHLIN AUM3AUH,
JOAKTOPMAABHOE MCCAEAOBAOHME (KAQCCHMYECKOE ODCEPBALIMOHHOE MCCAEAOBAHME — single group,
kanaccmyeckoe PKU — parallel group).

Number of Arms: 4ynucAo rpynn

Masking: ocAenAeHne Y4aCTHUMKOB MCCAEAOBAHMA (OTMEYAIOTCS BCE BO3MOXHbIE YYACTHUKM: MALMEHTI,
A€YALLME BPAYU, MCCAEAOBATEAM, DKCMNEPThI MO OLLEHKE PE3YALTATOB).

Allocation: meToa pacnpeaeAeHns NAUMEHTOB HA rpynmnbl (NA — HE NPEeANOAAraeTcs B HECPABHMUTE AbHbIX
MCCAEAOBAHMIX, PAHAOMMINPOBAHHOE, HEPAHAOMMIUPOBAHHOE)

Enrollment
e Number of Participants: YucAo y4actHUKOB npeanoAaraemoe (anticipated) MAnM aktyaabHoOE. [lepBOE BHOCUTCS

nepes HA4aAOM HAQ OCHOBAHUMKM PACHETA obbema BbI60pKl/I, BTOPOE — NO OKOHYAHUNIO MCCAEAOBAHUA.




NMPOLECC PETMCTPALMUUN UCCAEAOBAHUA

Arms and Interventions

B 3TOM pa3AeAe YKA3bIBAETCH BEAEHME TPYMMN, ECAM B MCCAEAOBAHMM BoAee | Tpynnbl.

e Arms: Npu ONPeAEAEHUN TPYMNMbl HEOOXOAMMO BbIOPATh €€ XAPAKTEPUCTMKY (DKCNEPUMMEHTAABHAS, OKTUBHbIM
KOHTPOAb, OTCYTCTBME A€YEHMH), A TOKXE AODABUTb OMMCAHME MPOBOAMMbBIX AMATHOCTUHECKMX, A€4EDHbIX MAU
NPOJOUAAKTUHECKMX MEPOMPUATUMN.

¢ |nterventions: HEOOXOAMMO MOAPOOHO OMMCATH XAPAKTEP BMELLATEABCTB AAA KOXAOM FOYMMbl, BKAKOYAS
MCMOAb3OBAHME M3YHOAEMbBIX AEKAPCTBEHHbIX MPENAPATOB (HA3BAHMA, AO3bl, KOATHOCTb BBEAEHMS) U
MEAMLIMHCKUX N3AEAMN. [TPU U3YHEHUM PAZAMYHBIX KOMOMHAUMM A€H4EDOHBIX U AMATHOCTUYECKMX CPEACTB MX
KOAMYECTBO MOXET MPEBbLILLATE YACAO TPYNN (HAMPUMMEP, B OBEUX rPYyNnax OYAET MCMOAb3OBATLCH
ANATHOCTUYECKUU TECT M MEAMLIMHCKOE U3AEAME, A TOKXE AEKAPCTBEHHbIM MPEMAPAT B PA3HbIX AO3AX, YTO
COOTBETCTBYET 4 PA3AUYHBIM BMELLIOTEABCTBAM).

e Cross Reference: HEOOXOAMMO OTMETUTb, KOKME BMELLIATEABCTBA M3 BHECEHHbLIX HO MPEABIAYLLLEM STAME OYAYT
MCMOABb3OBATLCH B KAXKAOM rpynne nytem YCTAHOBKM OTMETOK B COOTBETCTBYIOLLIMX F4EMKAX.



NMPOLECC PETMCTPALMUUN UCCAEAOBAHUA

Outcome Measures

¢ Primary Outcome Measure: NepBMyHAd KOHEYHAS] TOYKA — PA3AEA ODA3ATEABHBLIM AAS 3AMOAHEHMS. [TpK

HEODOXOAMMOCTU MOXHO BHECTM HECKOABKO MEPBUYHBIX KOHEYHbIX TOYEK, HO XEAATEABHO, YTOObLI OHAO ObIAQ OAHQ.
INB: oy HOAMYMM HECKOABKMX KOHEYHbIX TOYEK HEODXOAMMO MOUMEHSATL MOMPABKY HO MHOXECTBEHHbIE COABHEHMS,
TAKMM OBPA30M CTATUCTUYECKM 3HAYUMMbBIMM CTAHYT 3HaYEHMS P <0,05 aArs oaHOM TOYKM, <0,025 AAS ABYX TOYEK,
<0.0166 Ard TPEX TOYEK U T.A. B KQYECTBE QALTELHATMBLI MOXHO UCMNOAB30BATE KOMOUHUPOBAHHYIO KOHEYHYIO TOYKY
UAU MEPAPXMYECKMM MOAXOA MPU OLIEHKE HECKOABKMX KOHEYHbIX TOYEK.

e Description: TO4HbIE KPpUTEPUM MEPBMYHOMU KOHEYHOM TOYKM, KOTOPAA AOAXHA ObITh BbIPAXEHO B EAMHOM
YUCAOBOM MOKA3ATEAE (YMCAO MNALMEHTOB C 3APETMCTPUPLOBAHHBIM MCXOAOM, YUCAO MALUMEHTOB, AOCTHUILLIMX
MNOKA3ATEAS, BEAUYMHA MOKA3ATEAS MO KOHKPETHOM LLIKOAE, PA3HULA BEAMYMHBI AO U MOCAE AEYEHMI U T.A.).

e Time Frame: cpoK permcrpaumm NCXoAaa (COOTBETCTBYET ODLLIEMY MEPMOAY HADAIOAEHMS 30 MALUMEHTAMM). ECAM
COOP AQHHbLIX B OMPOCHMK MAET HO TOABKO HQO MEPBOM BU3UTE, TO YKA3bIBAETCH «on enrollmenty.



NMPOLECC PETMCTPALMUUN UCCAEAOBAHUA

MMpumepbl pa3HbIX BUAOB KOHEYHbIX TOYEK

OAHO KAMHUYEcKoe cobbiTue

e Outcome Measure: Number of patients with clinical recurrence of varicose veins on any lower limb [Time Frame
12 months]

e Measure Description: The primary efficacy outcome is the clinical recurrence of varicose veins at 12 months
affer the treatment, which means the reappearance of the visible or palpable varicose tributaries on any
(tfreated or non-freated) lower limb.

Mpumep: hitps://clinicaltrials.gov/study/NCT104231942

e Outcome Measure: Number of Patients With Asymptomatic Venous Thrombosis of Lower Limbs as Detected by
Duplex Ultrasound [Time Frame: time of discharge from the hospital or death, up to 45 days]
e Measure Description: Asymptomatic deep and/or superficial vein thrombosis of lower limbs detected by duplex
ultrasound performed at baseline and then every 3-5 days after surgery until discharge.
Mpumep: https.//clinicaltrials.gov/study/NCT03044574



https://clinicaltrials.gov/study/NCT04231942
https://clinicaltrials.gov/study/NCT03044574

NMPOLECC PETMCTPALMUUN UCCAEAOBAHUA

MMpMepbl pa3HbIX KOHEYHbIX TOYEK

KoMOuHauua KAMHM4ecKux cobbitumu
e Outcome Measure: Combined endpoint made up of cardiovascular mortality or hospitalisation for the

management of heart failure/arrhythmia or implantation of any permanent device capable of pacing the

heart.
e Time Frame: From date of enrollment until the date of first hospitalization for management of heart

fallure/arrhythmia or date of implantation of any permanent device capable of pacing the heart or
cardiovascular death, whichever came first, assessed up to 1 years]
KoMMmeHTapuu: B pE3YALTATAX BYAET YKA3AH MPOLEHT NMNALUMEHTOB, Y KOTOPbIX CAYYUAOCH OAHO U3 MNEPEYNCAEHHDIX

cobbiTUM.
Mpumep: https://clinicaltrials.gov/ct2/show/study/NCT027/07744



https://clinicaltrials.gov/ct2/show/study/NCT02707744

NMPOLECC PETMCTPALMUUN UCCAEAOBAHUA

MMpMepbl pa3HbIX KOHEYHbIX TOYEK

KoMOGUHALUSA UHCTPYMEHTAAbBHbIX MOKA3ATEAEMH

e Outcome Measure: number of Participants With an Identified Dysrhythmia on Baseline ECG Recording [Time
Frame: on enrollment]

e Measure Description: A dysrhythmia will be defined as either (1) Arrhythmia for which there is a Class | or lla
recommendation for freatment with medication or devices in ESC guidelines; (2) One or more of the following
even If it does not otherwise meet guideline-indication for tfreatment: Sinus bradycardia <30bpm for 2one
minute; High-degree atrioventricular (AV) block (3rd degree or Mobitz Type | or ll); Pauses lasting =3 seconds
(either sinus or AV block); Frequent ventricular ectopy defined as >1,000 ectopic beats per day; Ventricular
tachycardia with rate >100 bpm for =5 beats.

KommeHTapuu: «on enrollmenty B AQHHOM CAYYAE MoAPA3YMEBAET, 4TO XMOIKI ByAET MOCTABAEH HA MNEPBOM BU3UTE,
A AQHHbIE AAS QHAQAM3A MOSBATCS MO MEPE PACLLUMAPPOBKU. B pe3YALTATAX OYAET YKA3AH MPOLEHT NALUMEHTOB, Y
KOTOPbIX CAYYUACSH KOK MUHUMYM OAMH 3MN30A M3 MEPEYUCAEHHBIX QPUTMUMA.

Mpumep: hitps://clinicaltrials.gov/ct2/show/study/NCT027/07744



https://clinicaltrials.gov/ct2/show/study/NCT02707744

NMPOLECC PETMCTPALMUUN UCCAEAOBAHUA

MMpMepbl pa3HbIX KOHEYHbIX TOYEK

AOAS NALUEHTOB, AOCTUTLLUX LLEA€BOIro NOKA3ATEAS

e Outcome Measure: Change in the percentage of patients who achieved target LDL cholesterol level
depending on the level of cardiovascular risk from baseline and 12 months [Time Frame: 12 months]

e Measure Description: The primary objective of this study is to assess the influence of routing and extended statin
counseling of patients with cardiovascular risk factors on the change in the percentage of patients who
achieved target LDL cholesterol level from baseline through 12 months

Mpumep: hitps://clinicaltrials.gov/ct2/show/NCT03927196

e Ouicome Measure: The number of patients with the reduction of any relevant parameter of the TD test by
postoperative day 5 [Time Frame: day 5 after surgery]

e Measure Description: The number of patients in whom any relevant parameter of the TD test does not exceed
the set threshold at control blood test on POD-5 (TD-5): initial velocity of clot growth (Vin) <62.5 um / min at 12
hours after enoxaparin 30 mg injection (experimental group) or <64.5 um / min at 24 hours after enoxaparin 40
Mg injection (control group) or clot size (CS): <1333.5 um at 12 hours after enoxaparin 30 mg injection
(experimental group) or <1351.5 um / min at 24 hours after enoxaparin 40 mg injection (control group)

Mpumep: hitps://clinicaltrials.gov/study/NCT04710732



https://clinicaltrials.gov/ct2/show/NCT03927196
https://clinicaltrials.gov/study/NCT04710732

NMPOLECC PETMCTPALMUUN UCCAEAOBAHUA

MMpMepbl pa3HbIX KOHEYHbIX TOYEK

3HaYeHne NCXOAHO ONpeAEeA€HHOro AQGOPATOPHOro NOKA3ATEAS
e Outcome Measure: The difference in baseline NT-ProBNP levels between those patients with recurrence of atrial
tachyarrhythmias and those without at 12 months [Time Frame: 1 year]
Mpumep: hitps://clinicaltrials.gov/ct2/show/NCT03587181

KoHe4yHas To4Kka, KOTopas AHAAUSUPYETCH C MOMOLLbIO ONMPOCHUKA
e Outcome Measure: change in QOL SF 36 between baseline and final visit [Time Frame: Assessed at baseline
and 6-month follow-up visits]

KoMMeHTapuu: B CAyHae €CAM KOHEYHAS TOYKA OMPOCHMK, TO HYXXKHO KOPOTKO ONMMCATh €ro B pasaeae “Description”

e Measure Description: change in quality of life (QOL) by Short Form (SF) 36 Health Survey between baseline and
follow-up visits. SF 36 is a 36-item, patient-reported survey of patient health. SF-36 measures the subject's overall
Health Related Quality of Life on 8 domains: physical functioning, role functioning, bodily pain, general health,
vitality, social functioning, role emotional and mental health. 0-100 scale are using to access each domain.
lower the score the more disabillity.

Mpumep:_hitps://clinicaltrials.gov/ct2/show/NCT03867227
INB: BOXXHO B TEKCTE OMMCAHMS ONPOCHMKA YKA3bIBATh MAKCUMAABHOE U MUMHUMAABHOE YUCAO BAAAOB, A TAKXE MX
MHTEPMPETALUMIO (HAMPUMEP, MEHbLLIMKM BAAA COOTBETCTBYET XYALLIEMY CAMOYYBCTBMIO)



https://clinicaltrials.gov/ct2/show/NCT03587181
https://clinicaltrials.gov/ct2/show/NCT03867227
https://clinicaltrials.gov/ct2/show/NCT03867227

NMPOLECC PETMCTPALMUUN UCCAEAOBAHUA

Secondary Outcome Measures

Bropu4yHbie KOHEYHbIE TOYKM OMUCHIBAIOTCS MO TAKOMY XE MPMHLMNY, KAK 1 nepBryHAL. OObIYHO AEAQIOT AO 6-8
BTOPUYHbIX KOHEYHbIX TOYEK. BTOPUYHbIE TOYKM MOXHO HE YKA3bIBATH, HO B TAKOM CAY4YOE BCE MOCAEAYIOLLIME AHAAM3DI
OYAYT CHUTATLCH MOUCKOBbIMM (POST hOC) CO CHMXEHMEM YPOBHI AOCTOBEPHOCTM.

Eligibility

BO3DCICTHO-I'IO/\OBI3I6 orpaHmM4eHmd, KpnTepPmmM BKAIOHEHUNA N HEBKAIOHEHNA B UCCAEAOBAHKUE.

Contacts/Locations

e Ceniral contact person: rAQBHbIM KOOPAMHATOP MCCAEAOBAHMSA (AOCTOBEPHbBIM KOHTAKT MO KOTOPOMY AIODOMU
4EAOBEK MOXET 30AATb BOMPOCHI MO MCCAEAOBAHMIO). DTO MOXET OblTb AAMMHUCTOATOP MAM TACBHbIN
MCCAEAOBATEAL. DTO HE AOAXEH ObITb KOHTAKT ASK, KOAA-LLEHTPQA, PETUCTPATYPbI, MOUEMHOM TAOBHOTO BPAYA U
T.A.

e Central Contact Backup: AONOAHUTEABHbIM KOHTOKT (MOXHO HE BHOCMUTD)

o Study Officials: AQHHbIE O AULIAX, OTBETCTBEHHbIX 30 MCCAEAOBAHUE (MOXHO HE BHOCUTD).

e Locations: HO3BAHME OAHOIO MAM HECKOABKUX YYPEXAEHMN (B CAYHOE MHOTOLLEHTPOBOIO), TAE NMPOU3BOAMUTCS
HOOOP NALUMEHTOB C MMEHAMM M KOHTOKTHBIMU AQHHBIMM MCCAEAOBATEAEM, PADOTAIOLLMX HO ero 6ase.




NMPOLECC PETMCTPALMUUN UCCAEAOBAHUA

IPD Sharing Statement

309BAEHME O BO3SMOXHOCTU MOAYYUTb CTOPOHHUM AULLOM NEPBUYHBLIM OOEIAMYEHHDBIM MATEPUAA AAT AHOAM3A. HaLLe
BCETO UCMOAb3YETCH AASG NMPOBEAEHMI MHAMBUAYAABHBIX METAAHAAM3IOM M AOMNOAHUTEAbHbBIX AHOAM3OB HO OCHOBOHMM
KPYMNHOM ©6a3bl AQHHbIX. [TO3UTMBHbIM OTBET HA 3TOT BOMPOC BCETAQ MNPUBETCTBYETCH U MOAYEPKMBAET MPO3PAYHOCTb
COOUPAEMBIX AQHHbIX. [TPU peLLEHUM B MOAb3Y PA3PELLEHMI AOCTYMNA K NEPBUIHOMY MATEPUAAY CAEAYET YKA3ATb
Crocob ero NOAy4eHUs (BYAYT BBIAOXEHDI B PEMO3MTOPUM, HO CAUTE YHPEXAEHMS, MO AMYHOMY 3AMNPOCY Y ABTOPOB),
A TOKXE 0ObeM MATEPUAAA (MPOTOKOA, MAAH CTAOTUCTUHECKOTO OHAAM3A, POPMA MHADOPMMPOBAHHOTO COTAQCHKSY,

OTYET MO MCCAEAOBAHMIO).

References
CCbI/\Kl/I HAO I'Iy6/\l/IKC|LI,l/1VI C NMNPOTOKOAOM N PEIYABTATAMUN MCCAEAOBAHUNA.



BEAEHME 3AABKM

AO MOMEHTA MPUCBOEHMUI MCCAEAOBAHUIO CTATYCA “completed” HEODXOAMMO MPOBOAUTE CAEAYIOLLIME AEUNCTBUA.

1.ECAM MPOUM3OLLIAO M3MEHEHME CTATYCO MCCAEAOBAHMS (HOYOACS HODOP, 3AKOHYMACS HOBOP, MOMEHIAACH AQTA
OKOHYQHMS, MCCAEAOBAHME 3CBEPLUMAOCH U T.A.) HEODXOAMMO CAEAQTb COOTBETCTBYIOLLME M3MEHEHMS B 3AS9BKM.

2.Pa3 B rop HEODXOAMMO NPOBEPSATL 3ABKY, AOXE ECAM HUYETO HE MPOM3OLLAO M MeHATb Record Verification Date
HQ TEKYLLLYIO.

ClinicalTrials.gov PRS
Protocol Regisiration cvud Resulis Svstem
Home = B ary = Profocsl Sectio
L OF-LL20A0 Litaranhial Dhagnoss and Risk Stratication in Fatients With Suspecied NS TEALS
Protocol Section
“Record Summary Preview Edil Al Help Definitions
Edit Study ldentification
Unigue Protocaol 10: 01-02120
Briaf Tithy: Dsfferental Diagnosis and Risk Stratification in Patients With Suspected NSTEACS

Cificsal Title:  Appraachas 1o Dilterantial :Ii.glg._';r'-:_:-:_;ls and Risk Siratification in Pabents Hospitalized With '."_'ﬂ.lspl:n:l_-:_:-:_'. Ace [_'.-:_J'-:_Jmlr:,' :'j:,,-nl:lrcrnl:l Wihout Parsesian ET-.'_,ngn'u:-nl_ Elgrvabon
Secondary s

Study Status
Fiecond Vanfication: Audguesi A2
Orverall Status: Recnuiting

Study Star: March 1, 2020  |Actusal)

Primary Completion: December 20&2  [Anticipated]
Study Completion: December 2022  [Anticipated]
Sponsor/Collaborators
Sponsor: Mational Research Center for Preventive Mesdicing
Responsible Party: Sponsor

Lo Iy lor s

Oversight

LL5. FOW-regulated Onag: Mo




BEAEHME 3AABKM

BaXKHO TOKXE CTAPATLCA M30EraTb CUTYALIMU, KOTAQ AQTA OKOHYOHMSA OKQA3bIBAETCS B MPOOLLUAOM, ECAM Bbl MOCTABUAM
CTATYC OKOHYOHMI OXMAQeMbIM (anticipated), a He actual. B cAy4yae, e CAUM HACTYNMUAA AQTA OKOHYCAHMUS
MCCAEAOBOHUS, U OHO B AEUCTBUTEABHOCTU 3ABEPLLUUAOCH, HEOOXOAMMO CMEHUTb CTATYC UCCAEAOBAHUSA HA

completed.
Mpumep 3a5BKM € NpoOAEeMAaMHU B CBSA3U C MO3AHUM OOHOBAEHUEM:

3ameuyaHusa npuwAum B asrycte 2021 roaa:

Record Verification: February 2020

A record for an active study (Overall Recruitment Status is not Completed, Terminated or Withdrawn)
must be reviewed, updated and verified at least once per year.

Overall Status: Enrolling by invitation
Study Start: December 1, 2019 [Actual]
Primary Completion: July 2020 [Anticipated]

Anticipated Primary Completion Date cannot be in the past.

Study Completion: July 2021 [Anticipated]
Study Completion Date must be in the future for a study that is Enrolling by invitation.
Anticipated Study Completion Date cannot be in the past.



BEAEHME 3AABKM

Kakue AencTBust Hy>XHO NPeAnpPUHSATb B AGHHOM CAYyYae:
1. Aaty Bepndonkaumm Hy>XHO YKa3aTb asrycrt 2021.

2.0. ECAU MCCAEAOBAHME 3A0KOHYMAOCH HYXXHO 4YTO CTATYC MCCAEAOBAHMA completed. 1 yka3aTtb AQTbl €ro OKOHYAHMUS
(primary completion 1 study completion) ¢ NTOMeETKOM 4TO 3TO 3TO Actual AQThI.

2b. ECAM UCCAEAOBAHUNE HE 3AKOHMAOCH (CPOKM HABOPA ObIAU MPOAAEHBI) HOAO YKA3ATh HOBbIE AQTbl OKOHYQOHMS
(primary completion 1 study completion) C NTOMETKOM YTO OHM OXMAQEMBIE.



NPUMEPbI PETMCTPALIMI MCCAEAOBAHMI C PASAMYHBIMM AUBAMHAMM =

Mpumepbl UCCAEAOBAHUM:

https://clinicaltrials.gov/ct2/show/NCT02/07/744
hitps.//clinicaltrials.gov/show/NCT03376087
https://clinicaltrials.gov/study/NCT03044574
hitps://clinicaltrials.gov/study/NCT04710732
hitps://clinicaltrials.gov/study/NCT04231942

Mpumep perucTpa:
https://clinicaltrials.gov/ct2/show/NCT02518984

Mpumepbl UCCACAOBAHUU 6E3 KOHTPOABHOMU rPynMMbl:

https://clinicalirials.gov/ct2/show/NCT03867227
hitps://clinicaltrials.gov/study/NCT03041805

MeTtoaudka ot Weill Cornell Medicine:
hitps://research.weill.cornell.edu/sites/default/files/clinicaltrials.gov_prs regisiration user guide final 04.24.18.pdf



https://clinicaltrials.gov/ct2/show/NCT02707744
https://clinicaltrials.gov/show/NCT03376087
https://clinicaltrials.gov/study/NCT03044574
https://clinicaltrials.gov/study/NCT04710732
https://clinicaltrials.gov/study/NCT04231942
https://clinicaltrials.gov/ct2/show/NCT02518984
https://clinicaltrials.gov/ct2/show/NCT03867227
https://clinicaltrials.gov/study/NCT03041805

- HesaBucumasa HaumoHaAbHas
Wit AKaAeMus AOKa3aTeAbHOM
T—" MeAULLMHDbI

3AAAEM BERTOP HAYKMU U NPAKTURMU

ECAM MOCAE O3HOKOMAEHUA HALLIETO MATEPUAAC Y BAC OCTAOAMCH BOMPOCHI MO PETMCTPALMNM U
NPOBEAEHUIO MCCAEAOBAHUA MAM MOIBMAMCH MPEAAOXEHUA MO YAYHLLUEHUIO AOHHOTO AOKYMEHTQA, Bbl
MOXETE HAMMCATb HOM HO AAPEC DAEKTPOHHOM MoYThl nko.nnadm@outiook.com
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MpucoeAUHSIUTECH K HOM:

Telegram: https://t.me/nkonnadm

Haw caur: http://nnadm.ryu

YouTube: https://www.youtube.com/@nnadm
Bk: hitps://vk.com/club311384

Apy3bs AKQAEMUM:
Lobastov's Scientific Library
Medstaftistic



http://nnadm.ru/
http://nnadm.ru/
http://nnadm.ru/
http://nnadm.ru/
http://nnadm.ru/
https://t.me/nkonnadm
http://nnadm.ru/
https://www.youtube.com/@nnadm
https://vk.com/club311384
https://t.me/lscilib
https://t.me/medstatistic_ru

