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Jlekuit

KnuHnyeckue nccnenoBaHng

M0 NPUMEHEHNHO

MHCYJMHOBOr0 MH(Y3NOHHOI 0
03aT0pa («UHCYNUHOBOM
MOMMbI») ANA NEYeHNA
caxapHoro auabera 1-ro Tuna

.M. Nacrep,
J1.K. CoxonoBga,
H.A. TpoHbKO

Y «MHCTUTYT 3HOOKPUHONOTN 1 0bMeHa BellecTs nmeHu B.IM. Komuccaperko HAMH YkpauiHbl»

Pestome. [peficTaBneHa MHGOpMaLMaA O KNMHUYECKMX UCCNef0BaHUAX MO MPUMEHEHWIO MHCYNMHOBOTO MH(Y3MOH-
HOro A03aTopPa (KMHCYNMHOBOW NOMMbl») ANA NeUeHns caxapHoro Aradeta 1-ro Tvna.
KnioueBble cnoBa: caxapHbiii AnabeT 1-ro Tvna, MHCYNMHOBbIA MHOY3MOHHDBIN A033TOP (KMHCYNMHOBAA NOMMa»),

KNHn4yeckmne nccnefoBaHuA.

AKTyaJIbHOCTD IIPOOJIEMBI CAXaPHOro Auadera

Caxapubrii guabet (CJ1) npeacraBisieT BaxKHYTO
MEIUIMHCKYIO U COILUa/lbHYI0 TpobjieMy coBpe-
MEHHOTO 001I1ecTBa, YT0 00YCJIOBJIEHO 3HAYNTEb-
HBIM POCTOM PAaCIPOCTPAHEHHOCTH HTOTO 3a00JIeBa-
vus [1]. C/l 3aamMaeT TpeTbe MeCTO B MUPE Cpen
HerHMEKIIMOHHBIX 3a00JIEBaHUII TI0CIE CEPIAEYHO-
COCY/IUCTBIX M OHKOJIOTUYECKUX.

[Toutn 100 et ocHOBHOI TepameBTUYECKUN
MTO/IXOT OTPAaHNYNBaeTCs JedeHneM cuMnTomMoB C/]
IIPU TIOMOTIIN 3aMEeCTUTETbHOW WHCYTMHOTEPATTUH.

* Appeca ana nuctysaHHa (Correspondence): 1Y «IHCTUTYT eHAOKPUHONOTIT Ta 0OMiHY
peyosuH im. B.I. KomicapeHka HAMH YkpaiHuy, Byn. Buwropoacbka, 69, m. Kuis, 04114,
Ykpaia. E-mail: pasteur@ukr.net
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Pesyusrarsr nccaeposanust «Diabetes Control and
Complications Trial» mokasasu, 4to sKecTKas pery-
JITAS Y POBHS TJIIOKO3BI B KPOBY ITPU HHTEHCUBHOM
UHCYJUHOTEPAIIMK [TPUBOIUT K 3HAYUTETHLHOMY
HOBBIIIEHUIO PHUCKA TSKEJABIX THIOTINKEMIYe-
CKUX PEAKITHil, TAKMX KaK MPUCTYIBI U KOMa, 1 He
HCKJIIOYAeT BEPOSITHOCTH PAa3BUTHSI BTOPUYHBIX
JIECTPYKTUBHBIX OCJIOKHEHUH (Hedpornarnu, Hell-
pOTaTh¥, PETHHOMATHU W CEPAEYHO-COCYIUCTON
maToJioTnun) [2].

HawuboJsiee ajmekBaTHbIM, OJM3KUM K MMUTAI[K
(bUBHONTOrMYECKON CEKPEIUU WHCYJINHA SIBIISIETCST
PEKUM  WHTEHCU(MDUITUPOBAHHOW (MHTEHCUBHON )
UHCYJIUHOTEPAITNH, KOTOPask MOKET TPOBOIUTHCS
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B BU/IC MHOTOKPATHBIX MHBEKITNI MJIN C UCIIOTH30-
BaHMEM CIelNaIbHBIX 103aTOPOB [1].

NucynnnoBeiii MHOY3MOHHBIN 703aTOP, WJIN
«uHCcysnHOBag nommnay (MII) — ato asekTpome-
XaHUYECKOE YCTPOUCTBO ¢ 0a3uCHO-OOFOCHBIM
MPUHIIMIIOM TOJIKOKHOTO BBEJCHUST MHCYJINHA KO-
POTKO#  (YJIBTPAKOPOTKOIi) TMPOJAOIKUTENbHOCTH
nevictBug [1]. MuaTencuBHasg wWHCYJIMHOTEpANus
¢ nomotipio WIT 1o3Bosisier 3HaYUTENbHO Jierde
JOCTUYD TIeJIeil JIeYeHns — WHAYKIIUA MeTa0oJH-
yeckuX 3(hPeKTOB, CXOIHBIX C CEKPEIUe H/I0TEH-
HOTO MHCYJIMHA Y 3/I0POBBIX Jo/eil. OnrtumMusanus
7103 WHCYJIMHA BMECTE€ C KOHTPOJIEM TJIMKEMUH,
MPABUJIBHBIM TTOJICYETOM KOJIUYECTBA YTJIEBO/IOB,
onTuMHU3aIeil obpasa JKU3HU U (HUBHIECKON aK-
TUBHOCTH O0ECIIeYNBAIOT JIOCTHKEHUE JIYUIITIX
HoKazaTeJiell TJIMKeMIH, ojiiepskanme 6oJiee CToii-
koit komriencarmu C/l m pacumpenne BO3MOKHO-
cTeil Bezienust 6oJsiee ak TUBHOTO 00pasa KU3HU.

[IpeameTom maHHOTO 0630pa sIBJIsieTcst UHHOP-
Maiusg o KamHndecknx nccaenoBanngx (KU) mo
MPUMEHEHUIO0 WHCYJIMHOBOTO WH(Y3MOHHOTO [0-
3aTopa («MHCYJTUHOBOUW MOMIIbIY ) JIJIsT JIeYeHU ca-
xapHoro auabera 1-ro tuma (C/1).

KmuHuyeckue uccieoBaHus M0 NPUMEHEHHIO
HHCYJMHOBOTO MH(Y3UOHHOTO 103aTOPa ( <HHCY-
JIMHOBOH MOMITBI» ) /ISl JIEYEHHUSI CaXapHOTro Jua-
Oera 1-ro Tuma

Anamz KW no npumenenuio WII gns nede-
nust C/I1 nposeien 1o 6Gase JaHHBIX O(UIHAIb-
Horo caiita ClinicalTrials.gov, koropsiii mo cocro-
aanio Ha 12 oktsa6ps 2015 roga man 254 3ammcu
nozt karoueByio ¢pady «Type I Diabetes & Insulin
Pump» [3]. U3 atoit Boibopku 135 KU wumenn
CTaTyC <3aBeplieHo» (MccieloBaHNe 3aBEPIICHO
HOPMaJIbHO, YYaCTHUKOB OoJibIlle He 00C/IepyioT

U He JIeYaT, T.e. UMeJ MEeCTO MOCJeHUIT BU3UT TI0-
ciefHero namuenTa), a B 30 U3 HUX ObLIN yKa3aHb
ny6skanuu ¢ Homepom NCT (yHUKaIbHBII W/IeH-
TU(HUKATTMOHHBIN KOJI, KOTOPBIN JAeTCST KAKIOMY
KU, saperucrpuposanHomy Ha Clinical Trials.gov.,
1 KOTOPBIH BKJITOUAET §-3HAYHOE YUCJIO).

ClinicalTrials.gov — 210 BeOG-pecypc, KOTO-
pbiit ObLT paspaboTaH oA aruA0l MuHUCTEPCTBA
3/[paBOOXpaHEHUsT W conuaibHbix cay:x6 CIITA
(U.S. Department of Health and Human Services)
COBMeCTHO ¢ HaruoHanbHbIM UHCTUTYTOM 3/[0PO-
Bbs1 (National Institute of Health) u Ynpasienuem
o TpoaoBosbcTBUI0O U MeaukameHTam (Food
and Drug Administration) [3]. B nactosmee
Bpemsi  BebG-caiit  Clinical Trials.gov  momnepsxu-
Baer HaronanmbHas MeaunuHcKas OubimoTexka
(National Library of Medicine) HaumonambHoro
WHCTHUTYTa 3JI0POBbst O€3 MPUBJICYEHUS CPEJICTB OT
KOMMEPUYECKUX OPTaHu3aIunii.

ClinicalTrials.gov mpegocrasisier cBOOOIHbIIT
noctyt k nHpopmarum o KU 1o mposepke addex-
TUBHOCTH 9KCIIEPUMEHTAJIBHBIX IPENapaToB [IJIst
JIe4eHUsT TMUPOKOTO CIIEKTPA CEPbE3HBIX WU YTPO-
JKAIOIUX JKU3HU 3a00JIeBaHUN U cocTostHUi [3].
Nudopmarus o KU nosieisiercst Ha Beb-caiite
B MOMEHT WX Hadyaja W MOCTOSHHO OOHOBJISIETCSI
CIIOHCOPAMHU WJIH TJIABHBIMH HCCJIE/IOBATEISIMA Ha
npoTsikeHnn Bcero uccienosanust. Ilocie peru-
crpaiuu Ha caiite magopmarusg o KU we ynanger-
cs1. B HEKOTOPBIX CITyvasix pe3yJibTaThl IIPeICTaBIIsI-
10T 1tocsre okoHyanus K.

Jlnst anamiza Hamm Obun otoOpanbl 30 KU o
npumenenunio WTI ps negenust C/11, 17151 KOTOPBIX 110
cocrosiamio Ha 31 okts16pst 2015 1. yoke ObLM 01y 6J1-
KOBaHbI pe3ysisrathl Ha caiite www.Clinical Trials.gov
WU B HAYYHBIX JKypHaJIaX (Taduamia).

Ta6nv||.|a. KnuHnyeckne nccnefoBaHna no NPUMEHEHWIO NHCYTMHOBOTO VlH(by_%l/lOHHOI'O [03aTopa (<<VIHC>/J'II/IHOBOI;I nomnMbl») ANA neyeHus

caxapHoro avabeta 1-ro TMna

NN| XapakTepuctnka KnMHN4eckoro ncciefoBaHmsa

1

U w N —

. Safety and Efficacy of Insulin Aspart Versus Insulin Lispro in Insulin Pumps in Children and Adolescents With Type 1 Diabetes.

. NCT00097071 (ANA-2181) // 10.2004-05.2006 // 3aBepuwero // 10.2014.

. Novo Nordisk Clinical Trial Call Center (43 units), United States) // -

. Global Clinical Registry, 1452 (Novo Nordisk A/S) — study director // Novo Nordisk A/S.

. HenpepbigHaa noakoxHan nHGy3ma nHcynmnHa Lispro (Humalog®) n nncynuHa Aspart (Novolog®) (299 cy6bekTos) // neyenvie //
PaHAOMM3MPOBaHHOE OTKPbITOE NMapanienbHoe nccnefosaHme besonacHocT/addeKTrBHOCTY (da3a: ).

Administration in Type 1 Diabetes Mellitus Patients.

. Isala Klinieken, Zwolle, Netherlands // Medtronic.

U~ w N

2 | 1. ARandomized Cross-Over Single Centre Study Comparing the Effects of Intraperitoneal Insulin Administration to Subcutaneous Insulin
. NCT00286962 (IC-06-01-SL, 04.0211p) // 02.2006-04.2008 // 3aBepLueHo // 04.2008.
. Henk J. Bilo, MD, Ph.D. (Isala Clinics, Medical Research Foundation, Zwolle, Netherlands) // Medical Research Foundation, Zwolle, The Netherlands.

. BHYTprbpIowmnHHan MHOY3MA MHCYMHA C MOMOLLbIO UMMIAHTUPYEMOTO MHCYIMHOBOTO MHY3MOHHOIO Ao3atopa (24 cybbekTa) //
neyeHwe // paHaOMM3MPOBAHHOE OTKPLITOE NepeKpecTHOE UcCefoBaHvie 6e3onacHoCTH/addekTneHoCTY (da3a: Ill).
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Jlekuit

NN

XapaKTepI/ICTI/IKa KNMUHN4YeCcKoro ncaiegoBaHna

1.
2.
3.

Diabetes Control and Complications Trial (DCCT).

NCT00360815 (NO1-DK-6-2204-A) // 08.1983-04.1993 // 3asepuieHo // 03.2010.

University of California, La Jolla, California, United States / Yale University School of Medicine, New Haven, Connecticut, United States /
University of South Florida College of Medicine, Tampa, Florida, United States / Northwestern University, Chicago, lllinois, United States / DCCT
Central Autonomic Coding Unit, Springfield, lllinois, United States / University of lowa, lowa City, lowa, United States / University of Maryland,
Baltimore, Maryland, United States / George Washington University, Biostatistics Center, Rockville, Maryland, United States / Massachusetts
General Hospital, Boston, Massachusetts, United States / Joslin Diabetes Center, Inc, Boston, Massachusetts, United States / University of
Michigan, Sattelite-Henry Ford Hospital, Ann Arbor, Michigan, United States / Henry Ford Hospital, Detroit, Michigan, United States / DCCT
Central ECG Reading Unit, Minneapolis, Minnesota, United States / DCCT Central Biochemistry Laboratory, Minneapolis, Minnesota, United
States / DCCT Central Nutrition Coding Unit, Minneapolis, Minnesota, United States / International Diabetes Center, Minnesota, United States /
University of Minnesota, Minnesota, United States / Mayo Foundation, Minnesota, United States / Backup DCCT Central HbA1c Lab, Columbia,
Missouri, United States / University of Missouri, Columbia, Missouri, United States / Washington University at St. Louis, Columbia, Missouri,
United States / University of New Mexico School of Medicine, Albuguerque, New Mexico, United States / Albert Einstein College of Medicine,
Bronx, New York, United States / Cornell University Medical College, The New York Hospital, New York, New York, United States / Case Western
Reserve University, Lakeside Hospital, Cleveland, Ohio, United States / University of Pennsylvania, The Children’s Hospital of Philadelphia,
Philadelphia, Pennsylvania, United States / DCCT Central Neurobehavioral Coding Unit, Pittsburgh, Pennsylvania, United States / University

of Pittsburgh, Children’s Hospital, Pittsburgh, Pennsylvania, United States / Medical University of South Carolina, Charleston, South Carolina,
United States / University of Tennessee, Memphis, Tennessee, United States / Vanderbilt University, Nashville, Tennessee, United States /
Vanderbilt University, Diabetes Research and Training Center, Nashville, Tennessee, United States / University of Texas, Dallas, Texas, United
States / University of Washington, Seattle, Washington, United States / DCCT Central Ophthalmologic Reading Unit, Fundus Photo Reading
Center, Madison, Wisconsin, United States / University of Washington (British Columbia Satellite), Vancouver, British Columbia, Canada /
University of Western Ontario, London, Ontario, Canada / University of Toronto, Mount Sinai Hospital, Toronto, Ontario, Canada // -

Patricia A. Cleary, M.S. (George Washington University, Washington, District Columbia, United States) // National Institute of Diabetes
and Digestive and Kidney Diseases.

. VIHTeHCVBHaA MHCYNMHOTEPaNUA C MOMOLLbIO BHELUHETO MHCYMHOBOIO MHQY3MOHHOTO Ao3aTopa (1441 cyObekT) // nevenve //

PaHAOMM3MPOBAHHOE OTKPLITOE MapasienbHoe NcciefoBaHmne 6e3onacHoCT/addeKTBHOCTM (ha3a: II).

—

. The STAR 3 Study — A Prospective, Randomized, Two-Arm Study to Compare the Efficacy of the MiniMed Paradigm REAL-Time System

Versus Multiple Daily Injections (MDI) in Subjects Naive to Insulin Pump Therapy.

. NCT00417989 (CEP179/225) // 01.2007-06.2010 // 3asepweHo // 04.2015.
. Scripps Institute, La Jolla, California, United States / Children’s Hospital of Orange County, Orange, California, United States / Barbara Davis

Center, University of Colorado, Boulder, Colorado, United States / Yale University, New Haven, Connecticut, United States / Diabetes Research
Institute, Miami, Florida, United States / Endocrine Research Solutions, Inc, Roswell, Georgia, United States / Rocky Mountain Diabetes and
Osteoporosis Center, Idaho Falls, Idaho, United States / Mid-America Diabetes Associates, Wichita, Kansas, United States / Kentucky Diabetes
Endocrinology Center, Lexington, Kentucky, United States / Joslin Clinic, Boston, Massachusetts, United States / DeVos Children’s Hospital,
Grand Rapids, Michigan, United States / Mayo Clinic, Rochester, Minnesota, United States / Minnesota International Diabetes Center, St. Louis
Park, Minnesota, United States / Children’s Hospital of St. Paul, St. Paul, Minnesota, United States / Washington University, St. Louis, Missouri,
United States / University of Rochester, Rochester, New York, United States / Mountain Diabetes & Endocrine Center, Asheville, North Carolina,
United States / University of North Carolina at Chapel Hill, Chapel Hill, North Carolina, United States / Duke University Medical Center Diabetes
Research Clinic, Durham, North Carolina, United States / Diabetes and Obesity Center, East Carolina University, Greenville, North Carolina,
United States / Ohio State University, Columbus, Ohio, United States / Oregon Health and Science University, Portland, Oregon, United States /
Children’s Hospital of Philadelphia, Philadelphia, Pennsylvania, United States / Vanderbilt University, Nashville, Tennessee, United States / Utah
Diabetes Center, Salt Lake City, Utah, United States / University of Wisconsin Health West, Madison, Wisconsin, United States / Endocrine
Research, Inc, Vancouver, British Columbia, Canada / Health Science Center Memorial Hospital of Newfoundland, St. John's, Newfoundland
and Labrador, Canada / Kingston General Hospital, Kingston, Ontario, Canada / Toronto General Hospital — UHN, Toronto, Ontario, Canada // —.
Stephen N. Davis, M.D. (University of Maryland, Maryland, United States) / William V. Tamborlane, M.D. (Yale University, New Haven,
Connecticut, United States) // Medtronic Diabetes.

. Vicnonb3oBaHne NHCYNMHOBOIO \/IHq)y3I/IOHHOFO [03aTopa A4 BBeAeHWA NHCYMHa C cucTemon HEMNPEePbIBHOIrO MOHUTOPWHIa MHOKO3bl

B peXxuMe peanbHoro Bpemeny (485 cybwbeKToB) // nedeHne // paHAOMM3UPOBAaHHOE OTKPbLITOE NapanienbHoe UccnefoBaHme
addekTmBHOCTY (Pasa: IV).

—

w

. Use of a Real Time Continuous Glucose Monitoring System (RT-CGMS) in Type 1 Diabetes Patients on Continuous Intraperitoneal

Insulin Infusion (CIPIl). A Feasibility Study.

. NCT00501072 (07.0644, NLL12530.075.06) // 11.2007-04.2008 // 3aBeplieHo // 04.2008.
. Diabetes Outpatient Clinic, Isala clinics, Zwolle, Netherlands // —.

Henk J. Bilo, M.D,, Ph.D., FRCP (Isala Clinics, Diabetes Centre and University Medical Center Groningen, Netherlands) // Medical Research
Foundation, The Netherlands.

. Micnonb3oBanne MMM1aHTUPOBAHHOTO NHCYTMHOBOTO I/IHd)y?;VIOHHOI'O [03aTOPa Anida BBEAEHUA NHCYNMHA C CUCTEMON HEMPEPbIBHOTO

MOHUTOPVHTA TII0KO3bl B PEXIMME peanbHOro BpemMern (12 cyobeKkToB) // neueHvie // paHooMK3MPOBaHHOE OTKPLITOE NMepekpecTHoe
nccnefoBaHne beonacHocTn/addexTreHOCTH (dasa: -).
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NN

XapaKTepwcwl Ka KJIMHNn4YeCKoro nccnegoBaHmna

1. Randomized, Cross Over, Controlled, Multi-centric Study to Assess Whether Type 1 Diabetic Patients in Sub-optimal Glycemic Control
Can Improve Using the Continuous Glucose Values of the MiniMed Paradigm REAL-Time Insulin Pump System Versus the MiniMed
Paradigm Insulin Pump.

2. NCT00598663 (EUR03, ISRCTN09806152) // 01.2008-07.2010 // 3asepuieHo // 09.2010.

3. Hospital Hietzing, Vienna, Austria / Steno Diabetes Center, Copenhagen, Denmark / Glostrup Hospital, Glostrup, Denmark / Clinica
Pediatrica, Policlinico Umberto |, Rome, Italy / Center Hospitalier de Luxembourg, Luxembourg, Luxembourg / Groene Hart Ziekenhuis,
Gouda, Netherlands / University Children's Hospital, Ljubljana, Slovenia / Hospital Clinic i Universitari, Barcelona, Spain // —.

4. Dr.T. Battelino (University Children's Hospital, Ljubljana, Slovenia) // Medtronic.

5. /icnonb3oBaHvie MHCYNMHOBOTO MHY3MOHHOIO A03aTOPa [N1A BBEAEHNA NHCYVHA C CUCTEMOI HEMPEePLIBHOMO MOHUTOPVIHTA FIOKO3bI
B peXuMe peanbHoro Bpemeny (154 cybbekTa) // — // paHaOMU3MPOBaHHOE OTKPLITOE NepeKpecTHoe nccneaoBaHve (dasa: V).

. Multicenter Assessment of the PDA-FIT System in Type 1 Diabetic Patients With Chronic Failure of Intensive Insulin Therapy and
Conventional Care. The TELEDIAB-1 STUDY.

2. NCT00629304 (DCIC 07 08) // 09.2007-08.2009 // 3aBepLueHo // 08.2009.

3. Centre Hospitalier de Belfort Montbéliard, Belfort, France / CHU Jean Minjoz, Besancon, France / CH SUD Francilien, Corbeil Essonnes,
France / University Hospital Grenoble, Grenoble, France / CHRU Lille, Lille, France / Hopital Edouard Herriot, Lyon, France / CHU
Marseille Hopitaux Sud, Marseille, France / Chu Montpellier, Montpellier, France / CHU Hopital Jeanne d’Arc, Nancy, France / CHU
Nantes, Nantes, France / Hopital Hotel Dieu, Paris, France / Hopital Saint Louis, Paris, France / Hopital Cochin, Paris, France / Hopital
Haut Leveque, Pessac, France / CHU Rennes, Rennes, France / Hopital Bellevue, Saint Etienne, France / Centre Hospitalier Strasbourg,
Strasbourg, France / CHU Toulouse, Toulouse, France // University Hospital, Grenoble, Grenoble, France.

4. Pierre Yves Benhamou, M.D,, Ph.D. (University Hospital, Grenoble, France) — study chair // Centre d’Etudes et de Recherche pour
I'Intensification du Traitement du Diabeéte.

5. Vicnonb3oBaHvie MHCYIMHOBOTO MHY3MOHHOIO A03aTOPa 1A BBEAEHNA MHCYNMHA C CUCTEMOW SNIEKPOHHOTO XXypHarna, TenegoHmim

1 TenemonuTopuHra (180 cyobeKkToB) // NMpodunakTika // paHAOMU3MPOBAHHOE OTKPBITOE NepeKpecTHOE UCCNenoBaHe

6e3onacHocTI/addekTBHOCTH (dasa: ).

. Effect of Closed Loop Glucose Control on Exercise-Associated Hypoglycemia.

. NCT00831389 (ePID-03) // 01.2009-11.2010 // 3aBepiueHo // 09.2012.

. Yale Pediatrics Diabetes Research, New Haven, Connecticut, United States // Juvenile Diabetes Research Foundation.

. Stuart Weinzimer, M.D. (Yale University, New Haven, Connecticut, United States) // Medtronic Diabetes, Northridge, California, United
States.

5. Vicnonb3oBaHvie MHCYIMHOBOIO MHY3MOHHOIO A03aTOpa ANA BBEAEHNA MHCYVHA C 3aMKHY TbIM KOHTYpPOM (13 cybbekTos) // - //

OTKPbITOE NMepeKpecTHoe NccneoBaHme beonacHocTn (dasa: -).

N O

. ARandomised, 2-period Cross-over Study to Assess the Feasibility of Overnight Computer-based Glucose Control Based on
Continuous Subcutaneous Glucose Monitoring, and Compare it With Conventional Pump Therapy in Adults With Type 1 Diabetes.

2. NCT00910767 (08/H0308/297) // 02.2009-07.2009 // 3aBeplueHo // 12.2014.

3. Addenbrooke’s Hospital, Cambridge, United Kingdom // Cambridge University Hospitals NHS Foundation Trust, Cambridge, United
Kingdom / Diabetes UK, London, United Kingdom.

4. Mark Evans, M.D,, FRCP (University of Cambridge, Cambridge, United Kingdom) // University of Cambridge, Cambridge, United
Kingdom.

5. Vlcnonb3oBaHme MHCYIMHOBOTO MHGY3MOHHOO 103aTopa /1A BBEAEHMSA MHCYNMHA C 3aMKHYTbIM KOHTYpOM (12 cyObeKToB) //

neyeHwe // paHAOMM3MPOBAHHOE OTKPBITOE NepeKpecTHOE 1cCefoBaHvie 6esonacHoCTV/3ddekTnsHoCTY (dasa: —).

. Treatment Satisfaction of Using OmniPod System Compared With Conventional Insulin Pump in Adults With Type 1 Diabetes.

. NCT00935129 (rmc005431ctil) // 08.2009-02.2011 // 3aBeplueHo // 02.2011.

. Schnider children’s medical center, Petach-Tikva, Israel // -

. Moshe Phillip (Rabin Medical Center, Petach-Tikva, Israel) // Rabin Medical Center, Petach-Tikva, Israel.

. Vicnonb3oBaHvie MHCYIMHOBOIO MHY3MOHHOIO A03aTopa ANA AN1A BBeeHWA MHCYyMHa (30 cyGbeKkToB) // neuenue //
PaHAOMM3UPOBAHHOE OTKPBITOE MepeKpecTHoe 1ccefoBaHve 3bdekTraHoCTH (da3a: —).

oA w N =

1. Randomised, Two-Period Crossover Study to Assess the Efficacy of Overnight Computer-based Glucose Control Compared With
Conventional Pump Therapy Following the Consumption of Alcohol in Adults With Type 1 Diabetes.

2. NCT00944619 (09/H0306/44) // 09.2009-12.2009 // 3asepweHo // 01.2010.

3. Addenbrooke’s Hospital, Cambridge, United Kingdom // Cambridge University Hospitals NHS Foundation Trust, Cambridge, United
Kingdom.

4. Mark Evans, M.D,, FRCP (University of Cambridge, Cambridge, United Kingdom) // University of Cambridge, Cambridge, United
Kingdom.

5. /icnonb3oBaHvie MHCYIMHOBOTO MHY3MOHHOIO A03aTOPa 1A BBEAEHNA MHCYVHA C 3aMKHYTbIM KOHTYPOM (12 cyGbeKToB) //
neyeHwe // paHAOMM3MPOBAHHOE OTKPBITOE NepeKpecTHoe NCCneaoBaHre 6e3onacHoCTH/3ddekTnBHOCTY (da3a: Il).
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JNlekuit
NN| XapakTepucTnKka KNInHN4ecKoro nccnefosaHus
12| 1. An Open-label, Single-centre, Randomised, 2-period Cross-over Study to Assess the Efficacy, Safety and Utility of Real-time Continuous
Subcutaneous Glucose Monitoring Combined With Overnight Closed-loop Glucose Control in the Home Setting in Comparison With
Real-time Continuous Subcutaneous Glucose Monitoring Alone in Adolescents With Type 1 Diabetes on Subcutaneous Insulin Infusion
Pump Therapy.

2. NCT01221467 (APCam06) // 06.2012-03.2013 // 3aBepuweHo // 09.2013.

3. Department of Paediatrics, Weston Paediatric Diabetes Centre, Cambridge, United Kingdom // Cambridge University Hospitals NHS
Foundation Trust, Cambridge, United Kingdom.

4. - // University of Cambridge, Cambridge, United Kingdom.

5. icnonb3oBaHvie MHCYNMHOBOTO MHY3VOHHOMO 103aTOPa 1A BBEAEHNA NHCY/IMHA Ha MPOTAKEHM HOUM C 3aMKHYTbIM KOHTYPOM
(17 cy6bekToB) // neveHwe // paHaOMM3MPOBaHHOE OTKPBITOE NepeKpecTHOe NCCeAoBaHre 6e30nacHOCTH/3bdekTnBHOCTY (da3a: Il).

13| 1. United Kingdom User Evaluation, MiniMed Paradigm” X54 System.

2. NCT01267175 (ETP08-2625) // 01.2009-02.2009 // 3asepweHo // 02.2011.

3. Addenbrookes Hospital, Cambridge, Cambridgeshire, United Kingdom / Royal Bournemouth Hospital, Bournemouth, Dorset, United
Kingdom / Kings College Hospital, Denmark Hill, London, United Kingdom / Harrogate District Hospital, Harrogate, N. Yorkshire, United
Kingdom / Newcastle General Hospital, Newcastle Upon Tyne, Tyne and Wear, United Kingdom / Guy's Hospital, London, United
Kingdom // -.

4. Scott W Lee, MD (Medtronic) — study director // Medtronic Diabetes, Northridge, California, United States.

5. Vlcnonb3oBaHue VHCYIMHOBOTO MHPY3VOHHOTO 103aTOpa A/1A BBEAEHWA MHCYNMHA C AATUMKOM aBTOMATMUECKOI OCTAaHOBKM
6azanbHON Nofaun MHCYAMHa NPV rvnorvikemin (31 cyobekT) // nedyerne // HepaHLOMM3MPOBAHHOE OTKPLITOE OAMHOUYHOE
nccneposanue (dasa: V).

14 | 1. Inpatient Evaluation of an Automated Closed-Loop Control-to-Range System.

2.NCT01271023 (CTR) // 03.2011-08.2012 // 3aBepLueHo // 04.2014.

3. Sansum Diabetes Research Institute, Santa Barbara, California, United States / Stanford University, Stanford, California, United States /
University of Colorado Health Sciences Center — Barbara Davis, Aurora, Colorado, United States / University of Virginia, Charlottesville,
Virginia, United States / Montpellier University Hospital, Montpellier, France / Schneider Children’s Medical Center of Israel, Petah Tikva,
Israel / University of Padova, Padova, Italy // —.

4. Roy W. Beck, M.D., Ph.D. (Jaeb Center for Health Research) — study director / Howard Zisser, M.D. (William Sansum Diabetes Center) —
study chair // Juvenile Diabetes Research Foundation Artificial Pancreas Project Consortium.

5. Vlcnonb3oBaHme MHCYIMHOBOTO MHPY3VOHHOO 03aTopa AJ1A BBEAEHMA MHCYNMHA C YCTPOVCTBOM HEMPEPBIBHOTO MOHUTOPUHIA
rnoKo3bl (57 cyObeKToB) // neyeHvie // OTKpbITOe OAMHOYHOe UcCheoBaHne be3onacHoCT/addeKTBHOCTY (da3a: |).

15| 1. An Open-label, Randomized, Two-way, Cross-over Study to Assess the Efficacy of Dual-hormone Closed-loop Strategy as Compared to
Conventional CSII Therapy in Regulating Glucose Levels in Adults With Type-1 Diabetes in the Context of Exercise.

2. NCT01297946 (CLASS-01) // 02.2011- - // 3aBepweHo // 01.2012.

3. Institut de Recherches Cliniques de Montréal, Montreal, Quebec, Canada // McGill University, Montreal, Quebec, Canada / Montreal
Children’s Hospital of the MUHC, Montreal, Quebec, Canada / Diabéte Québec, Quebec, Canada / Medtronic Minimed.

4. Rémi Rabasa-Lhoret, M.D,, Ph.D. (Institut de Recherches Cliniques de Montréal, Montreal, Quebec, Canada) // Institut de Recherches
Cliniques de Montréal, Montreal, Quebec, Canada.

5. VIcnonb30oBaHMe MHCYNMHOBOTO UHY3VIOHHOrO 103aTOPa [J1A BBEAEHNS VHCYNVHA U MIIOKAroHa C 3aMKHY TbIM KOHTYPOM (15 cyObexToB) //
neyeHvie // paHAOMM31POBaHHOE OTKPBITOE NepPeKpeCcTHOe MCCeoBaHVie 6e3onacHoCT/3ddekTBHOCTY (da3bl: |, II).

16 | 1. The PIZZA-Salami Trial: Monocentric Randomised Cross-over Study of Carb Counting vs. Carb Plus Fat/Protein Counting Based Insulin
Bolus Used for Sensor-augmented Continuous Subcutaneous Insulin Infusion (CSII) in Pediatric Patients.

2. NCT01400659 (PPS2008) // 03.2009-11.2009 // 3asepuweHo // 07.2011.

3. - // Medtronic.

4. Olga Kordonouri, M.D. (Kinderkrankenhaus auf der Bult, Gannover,Germany) // Kinderkrankenhaus auf der Bult, Gannover,Germany.

5. Vicnonb3oBaHyie HCYIMHOBOTO MHY3VMOHHOIO 103aTOpa [/1A BBEEHNA MHCYNVHA (42 cybbekTa) // neyeHne // paHOOMU3MPOBaHHOE
OTKpbITOE NMepeKpecTHoe nccnenoBaHvie adbdexTrsHoCTH (da3a: IV).

17| 1. Pilot Study 1 of Outpatient Control-to-Range — System and Monitoring Testing.

2. NCT01447979 (2011-A01096-35, JDRF 22-2011-649) // 03.2012-04.2012 // 3aBepuweHo // 11.2012.

3. Centre d'Investigation Clinique CHU Montpellier, Montpellier, France // University Hospital, Montpellier, France / University of Padova,
Padova, Italy / University of California, Santa Barbara, California, United States.

4. Eric Renard, M.D,, Ph.D. (University of Montpellier Hospital, Montpellier, France) // University of Virginia, Charlottesvile, Virginia, United
States.

5. icnonb3oBaHvie HOCUMOTO MHCYAMHOBOTO MHGY3MOHHOTO [03aTopa AA BBEAEHNA UHCYIMHA C KOHTPONeM NocpeacTBOM CMapThoHa
(5 cy6bekToB) // dyHAAMEHTaNbHbIE HayKM // OTKPbITOE OMHOYHOE NCCReoBaHe 6e3onacHoCTH (da3a: 0).
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1. Pilot Study 1 of Outpatient Control-to-Range - System and Monitoring Testing.

2. NCT01447992 (2433P, JDRF 22-2011-649) // 09.2011-04.2012 // 3aBepLuero // 06.2014.

3. Azienda Ospedaliera E Universita Degli Study Di Padova, Padova, Veneto, Italy // University of Padova, Padova, Veneto, Italy / University
Hospital, Montpellier, France / University of California, Santa Barbara, California, United States.

4. Angelo Avogaro, M.D. (University of Padova Hospital, Padova, Veneto, Italy) // University of Virginia, Charlottesville, Virginia, United States.

5. Vicnonb3oBaHue HOCUMOTO MHCYAIMHOBOTO MHMY3MOHHOMO A033TOPa ANA BBEAEHNA MHCYIMHA C KOHTPOEM NOCPeACTBOM CMapTdOHa
(5 cy6beKToB) // neveHne // OTKpbIToe OAMHOYHOE UcCnenoBaHvie 6esonacHocT (dasa: 0).

1. ASPIRE (Automation to Simulate Pancreatic Insulin Response): Pivotal In Home Study to Determine Safety and Efficacy of the LGS
Feature in Sensor-augmented Pumps.

2. NCT01497938 (CEP 237) // 12.2011-06.2013 // 3aBepweHo // 01.2014.

3. Arkansas Diabetes Clinic and Research Center, Little Rock, Arkansas, United States / AMCR Institute, Inc, Escondido, California, United
States / Frank Diabetes Research Institute San Mateo, California, United States / Mills-Peninsula Health Center, San Mateo, California,
United States / University of Colorado Denver, Aurora, Colorado, United States / Barbara Davis Center for Childhood Diabetes, Aurora,
Colorado, United States / Metabolic Research Institute, West Palm Beach, Florida, United States / Atlanta Diabetes Associates, Atlanta,
Georgia, United States / Physicians Research Associates, Lawrenceville, Georgia, United States / Endocrine Research Solutions, Roswell,
Georgia, United States / Rocky Mountains Diabetes and Osteoporosis Center, Idaho Falls, Idaho, United States / lowa Diabetes and
Endocrinology Research Center, Des Moines, lowa, United States / International Diabetes Center, Minneapolis, Minnesota, United
States / Naomie Barrie Diabetes Center, New York, New York, United States / Joslin Diabetes Center, Syracuse, New York, United States /
Ohio University College of Osteopathic Medicine, Athens, Ohio, United States / Texas Diabetes, Austin, Texas, United States / Rainier
Clinical Research Center, Renton, Washington, United States / University of Wisconsin, Madison, Wisconsin, United States // —.

4. — // Medtronic Diabetes, Northridge, California, United States.

5. Vicnonb3oBaHve MHCYNMHOBOIO MHPY3MOHHOMO 103aTopa 1A BBEAEHNUSA MHCYHA C aTYMKOM aBTOMATUUECKOW OCTaHOBKM
6a3anbHOM NOAaUN MHCYMHA NPV TUNOMVKEMAN (247 cyObeKToB) // NneueHvie // paHOOMK3MPOBAHHOE OTKPbLITOE MapanenbHoe
nccnenoBaHue 6eonacHocT/addekTsHoCTM (dasa: ).

20

1. An Open-label, Randomized Two-way, Cross-over Study to Compare Meal-and-carbohydrate-announcement Strategy Versus Meal-
announcement Strategy During Closed-loop Regulation of Glucose Levels in a Morning Meal in Adults With Type-1 Diabetes.

2. NCT01519102 (CLASS-02) // 01.2012-11.2012 // 3aBepweHo // 12.2012.

3. Institut de Recherches Cliniques de Montréal, Montreal, Quebec, Canada // McGill University, Montreal, Quebec, Canada / Montreal
Children’s Hospital of the MUHC, Montreal, Quebec, Canada.

4. —// Institut de Recherches Cliniques de Montreal, Quebec, Canada.

5. /Icnonb3oBaHwe NHCYIMHOBOIO MHOY3MOHHOTO A03aTOPa C 3aMKHYTbIM KOHTYPOM [1A BBEZIEHWS MHCY/IMHA Y TT1H0KaroHa
(12 cy6beKTOB) // neveHne // paHaOMM3MPOBaHHOE OTKPbITOE NEPEKPECTHOE NCCNeaoBaHue dGdeKTBHOCTY (da3a: ).

21

1. Reduction of Nocturnal Hypoglycemia by Using Predictive Algorithms and Pump Suspension: An Outpatient Pilot Feasibility and Efficacy Study.

2. NCT01591681 (PSO3, 1ROT1DK085591-01) // 11.2012-07.2013 // 3aBepLuero // 06.2015.

3. Stanford University, Stanford, California, United States / Barbara Davis Center for Childhood Diabetes, Aurora, Colorado, United States /
St. Joseph’s Health Care, London, Ontario, Canada // National Institute of Diabetes and Digestive and Kidney Diseases.

4. Roy Beck, M.D,, Ph.D. (Jaeb Center for Health Research, Tampa, Florida, United States) // In Home Closed Loop Study Group.

5. VIcnonb30oBaHwe NHCYIMHOBOIO MHOY3MOHHOIO A03aTopa AN BBEAEHWA MHCYAMHA C 3aMKHYTbIM KOHTYPOM Y JaTYMKOM
3BTOMATMUECKOW OCTaHOBKYM 633anbHON Nofaun MHCYAIMHA NPV TUMOrvKeMin (49 cyobekToB) // npodunakTiika //
pPaHAOMM3VPOBaHHOE OTKPbITOe NapassienbHoe NCCnefoBaHmne 6e3onacHocT/addekTBHOCTH (dasa: II).

22

. Rule-Based Closed Loop System for Type 1 Diabetes Control (brieftitle).

. NCT01614496 (PS09/01255) // 06.2012- — // 3aBeplueHo // 06.2013.

. Endocrinology and Nutrition Department. Corporacié Sanitaria i Universitaria Parc Tauli, Sabadell, Barcelona, Spain // -

. —// Corporacion Parc Tauli, Sabadell, Barcelona, Spain.

. Vlcnonb3oBaHwe NHCYNMHOBOIO MHQY3MOHHOTO A03aTopa ANA MOAKOXKHOIO BBEAEHWA MHCYAMHA C 3aMKHY TbIM KOHTYPOM (=) // = //
nccneposaHme (dasa: -).

U w N —

23

1. An Open-label, Three-centre, Randomised, Two-period Crossover Study to Assess the Safety, Efficacy and Utility of Automated Closed-
loop Glucose Control in Comparison With Continuous Subcutaneous Insulin Infusion Combined With Continuous Glucose Monitoring
in Adults With Type 1 Diabetes — A Combined Clinical Research Facility and Home Study.

2. NCT01666028 (AP@home02) // 11.2012-11.2013 // 3aBepLuero // 12.2014.

3. Medical University of Graz, Graz, Austria / Profil Institut fir Stoffwechselforschung GmbH, Neuss, Germany / Cambridge University
Hospitals NHS Foundation Trust, Cambridge, United Kingdom // Cambridge University Hospitals NHS Foundation Trust, Cambridge,
United Kingdom / Profil Institut fiir Stoffwechselforschung GmbH, Neuss, Germany / Medical University of Graz, Graz, Austria.

4. Mark Evans, FRCP (UK), M.D. (University of Cambridge, Cambridge, United Kingdom) / Sabine Arnolds, M.D. (Profil Institut fir
Stoffwechselforschung GmbH, Neuss, Germany) / Thomas Pieber, M.D. (Medical University of Graz, Graz, Austria) / Roman Hovorka,
Ph.D. (University of Cambridge, Cambridge, United Kingdom) // University of Cambridge, Cambridge, United Kingdom.

5. Vicnonb3oBaHue MHCYNIMHOBOIO MHY3MOHHOTO [03aTopa 414 MOAKOXHOIO BBEAEHMA MHCYIMHA C 3aMKHYTbIM KOHTYPOM

(18 cybbexToB) // neveHne // paHAOMU3MPOBAHHOE OTKPLITOE NepeKpecTHoe NCCNeaoBaHme 6e3onacHoCT/3ddeKTBHOCTH (hasa: II).
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241 1. The Impact of Insulin Pump Bolus Calculator and Wireless Communication With Blood Glucose Meter on Metabolic Control in Children
With Type 1 Diabetes Mellitus — Randomised Control Trial.

2. NCT01677546 (Bolus-calculator) // 01.2011-07.2012 // 3aBepluero // 08.2012.

3. Medical University of Warsaw, Warsaw, Poland // -

4. Agnieszka Szypowska, A. Professor (Medical University of Warsaw, Warsaw, Poland) // Medical University of Warsaw, Warsaw, Poland.

5. /icnonb3oBaHvie MHCYIMHOBOTO MHY3VOHHOMO 103aTOPa f/15 BBEEHUS NHCYNVHA, GOMIOCHOIO KabKyIATOPa M IIloKOMETPa
(156 cy6bekToB) // — // paHAOMM3MPOBAHHOE OTKPbLITOE NMapanienbHoe UccnefoBane SddeKkTMBHOCTY (ha3a: —).

25| 1. Early Feasibility Study 2 of Outpatient Control-to-Range - Testing System Efficacy.

2. NCT01714505 (16457, JDRF 22-2011-649) // 10.2012-01.2013 // 3aBepueHo // 08.2014.

3. Sansum Diabetes Research Institute, Santa Barbara, California, United States / University of Virginia, Charlottesville, Virginia, United
States // Juvenile Diabetes Research Foundation / William Sansum Diabetes Center, Santa Barbara, California, United States / University
of Padova, Padova, Italy / University Hospital, Montpellier, France.

4. Boris p. Kovatchev, Ph.D. (University of Virginia, Charlottesville, Virginia, United States) // University of Virginia, Charlottesville, Virginia,
United States.

5. Vlcnonb3oBaHme VHCYIMHOBOTO MHPY3VOHHOTO [103aTopa /1A NOAKOXHOMO BBEAEHMSA MHCYIMHA C 3aMKHYTbIM KOHTYPOM 1 KOHTPOMEM
nocpeAcTBOM cMapTdoHa (20 CyobeKTOB) // neyeHvie // paHAOMY3POBaHHOE OTKPLITOE NepPeKPeCTHOE UCCeA0oBaHMEe 6e30MacHOCTH/
a3pdekTBHOCTY (Paza: ).

26 | 1. Early Feasibility Study 2 of Outpatient Control-to-Range — Testing System Efficacy.

2. NCT01727817 (0052904, JDRF 22-2011-649) // 01.2013-05.2013 // 3aBepuweHo // 09.2014.

3. University of Padova, Padova, Italy // Juvenile Diabetes Research Foundation / William Sansum Diabetes Center, Santa Barbara,
California, United States / University Hospital, Montpellier, France.

4. Claudio Cobelli, Ph.D. (University of Padova, Padova, Italy) // University of Virginia, Charlottesville, Virginia, United States.

5. /icnonb3oBaHvie MHCYIMHOBOTO MHY3MOHHOIO A03aTOPa A1 NOAKOXKHOMO BBEAEHNA MHCYVHA C 3aMKHYTbIM KOHTY[POM U KOHTPOJEM
nocpencTBoM cMapTdoHa (5 cydbeKkToB) // neverue // paHLOMM3MPOBAaHHOE OTKPbLITOE NMepekpecTHoe NccnefoBaHne be3onacHocT/
addekTmBHOCTY (Pasa: -).

27 | 1. Early Feasibility Study 2 of Outpatient Control-to-Range — Testing System Efficacy (France).

2. NCT01742741 (France, JDRF 22-2011-649) // 05.2013-05.2013 // 3aBepweHo // 09.2013.

3. Centre d'Investigation Cliniqgue CHU Montipellier, Montpellier, France // Juvenile Diabetes Research Foundation / University of Padova,
Padova, Italy / University of California, Santa Barbara, California, United States.

4. Eric Renard, M.D, Ph.D. (University of Montpellier Hospital, Montpellier, France) // University of Virginia, Charlottesville, Virginia, United
States.

5. Vlcnonb3oBaHme VHCYIMHOBOTO MHMY3VOHHOTO [103aTOPa /1A MOAKOXHOMO BBEAEHNA MHCYHA C 3aMKHYTbIM KOHTYPOM 1 KOHTPOMEM
nocpencTBoM cMapTdoHa (5 cyobeKToB) // neveHuie // paHLOMM3MPOBAHHOE OTKPLITOE NMepekpecTHoe NccrefoBaHmne b6e3onacHocT/
apdekTmBHOCTY (Paza: -).

28| 1. An Open-label, Randomized, Three-way, Cross-over Study to Assess the Efficacy of Single-hormone Closed-loop Strategy, Dual-
hormone Closed-loop Strategy and Conventional Pump Therapy in Regulating Glucose Levels During 24 Hours in Adults and
Adolescents With Type 1 Diabetes.

2. NCT01754337 (CLASS-03) // 12.2012-06.2014 // 3asepweHo // 07.2014.

3. Institut de Recherches Cliniques de Montréal, Montreal, Quebec, Canada // McGill University, Montreal, Quebec, Canada / Montreal
Children’s Hospital of the MUHC, Montreal, Quebec, Canada.

4. Rémi Rabasa-Lhoret, M.D,, Ph.D. (Institut de Recherches Cliniques de Montréal, Montreal, Quebec, Canada) // Institut de Recherches
Cliniques de Montreal, Montreal, Quebec, Canada.

5. Vicnonb3oBaHyie MHCYNIMHOBOTO MHY3VOHHOMO 103aTOPa /1A BBEEHUA NHCY/IVHA W TTII0KaroHa C 3aMKHYTbIM KOHTYPOM
(30 cy6bekToB) // neyeHwe // paHAOMM3MPOBAHHOE OTKPBITOE NepeKkpecTHoe nccnenosaHvie sddexTBHOCTM (dasa: II).

29| 1. An Open-label, Multi-centre, Randomised, Two-period, Crossover Study to Assess the Efficacy, Safety and Utility of 12 Week Day and
Night Automated Closed-loop Glucose Control Under Free Living Conditions Compared to Conventional Insulin Pump Therapy
Combined With Continuous Glucose Monitoring in Adults With Type 1 Diabetes With Sub-optimal Glucose Control.

2. NCT01961622 (AP@home04) // 04.2014-05.2015 // 3aBeplueHo // 06.2015.

3. Medical University of Graz, Graz, Austria / Profil Institut fir Stoffwechselforschung GmbH, Neuss, Germany / University of Cambridge,
Cambridge, United Kingdom // Profil Institut fiir Stoffwechselforschung GmbH, Neuss, Germany / Medical University of Graz, Graz, Austria.

4. Roman Hovorka, Ph.D. (University of Cambridge, Cambridge, United Kingdom ) // University of Cambridge, Cambridge, United
Kingdom.

5. icnonb3oBaHyie HCYIMHOBOTO HY3VMOHHOIO 103aTOPa [J1A BBEEHNS MHCYIMHA C 3aMKHY ThIM KOHTYPOM (33 cyObekTa) // neuerne //
PaHAOMVI3VIPOBaHHOE OTKPLITOE NEePEKPECTHOE UCCNeAoBaHVE 3GGeKTUBHOCTY (Pa3a: -).
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Diabetes in a Diabetes Camp.

Centre, Montreal, Quebec, Canada.

cliniques de Montréal, Montreal, Quebec, Canada.

30| 1. An Open-label, Randomized, Three-way, Cross-over Study to Assess the Efficacy of Single-hormone Closed-loop Strategy, Dual-
hormone Closed-loop Strategy and Conventional Pump Therapy in Regulating Overnight Glucose Levels in Children With Type 1

2. NCT02189694 (CLASS-08) // 06.2014-08.2014 // 3aBepLueHo // 09.2014.
3. Institut de Recherches Cliniques de Montréal, Montreal, Quebec, Canada // Montreal Children’s Hospital of the McGill University Health

4. Rémi Rabasa-Lhoret, M.D,, Ph.D. (Institut de Recherches Cliniques de Montréal, Montreal, Quebec, Canada) // Institut de recherches

5. Mlcnonb3oBaHue NHCYTMHOBOIO MHd))/Z%I/IOHHOI’O [03aTopa An1a BBeAeHVA UHCYITMHA W MTHOKaroHa € 3aMKHYTbIM KOHTY[POM

(33 cybbekTa) // neverue // paHOOMU3UPOBAHHOE OTKPLITOE NMEePEKPECTHOE UCCIeA0oBaHMe dGGeKTUBHOCTY (da3a: ).

MosAcHeHusA Kk mabnuye:
1 - ogpuyuanbHoe HaseaHue KJIUHUYeCKO020 UCC/1e008aHUS;

2 — udeHmugpukamop uccnedosarus e cucmeme ClinicalTrials.gov (udeHmMugpuKayuoHHble Homepa 8 Opyaux cucmemax) // 0ama Hayana u oama
3asepuwieHusA uccse0o8aHus // cmamyc ucciedosaHus // dama nociedHel 8epupukayuu MeouyuHCKol 00KyMeHmayuu ucc/ie008aHus;
3 - 6a3osas opeaHu3ayus ucced008aHuA // CouCNoHUMEU 8bINOTHEHUA UCC/Ie008AHUS;

4 — 2n1agHeIl uccedo8amesns UCC1E008aHUSA // CNOHCOPbI UCCIe008AHUS;

5 - 8ud emewamenscmea ucciedo8aHuA (Kosu4ecmeo cybvekmos ucciedosarus) // nepsuyHas 3adaya uccnedosaHus // dusaliH uccnedosanus (paza

uccnedos8aHus).
Bce daHHble 8 mabauye npugedeHsl N0 COCMosAHUK Ha 31.10.2015.

Ananmus mgat Hadama KW (naTer mpuBeeHbl co-
rJacHo 3assBKaM Ha rpoBesenne KN ) mokasast, 9To
B 1983, 2004, 2006 u 2008 rr. 6BLIO 3aperucTpu-
poBano 1o 1 uccnenoBanuio, B 2013 u 2014 rr. —
mo 2,8 2007 1. —3,82011r. —5,8B20091. — 61
B 2012 r. — 8 uccaegoBanuii.

Cpemnss npogomxutesbaocTs 30 KU cocrasiis-
et okoJio 1 roza u 5 MecsitieB (ot 1 mecsina 10 9 Jier
u 8 MecdIleB), a 1IaThl UX 3aBeplieHNsd (KOHEUHas
JlaTa MpearnoaaraeMoro uin (hakTUuIecKoro OKOH-
yaHus cOopa JaHHbIX ) ObLIM YKa3aHbl CJeLYIOIINE:
B 1993, 2006,2011 1 2015 rr. — 110 1 MCCIIEOBAHUIO
exxeronto, B 2008 1 2014 rr. — 1o 2 ucciaempoBaHus
exkerogno, B 2010 r. — 3 uccneposanus, 2009 . — 5,
20121. — 6 u B 2013 1. — 8 uccienq0BaHMIA.

TexymuiicrarycBoinonnenus Becex 30 KM cocras-
JISET «3aBepleHo». B resom nocnennne Bepuduka-
A METUITMHCKON JTOKYMEHTAIINN WCCTeIOBAHUIA
6bLi BeimosiHeHbl B 2008 u 2009 rr. — s 2 ucciie-
noBanuii exkerogno, 8 2010, 2011, 2013 u 2015 rr. —
st 3 uccaegoBanuil exxeroxto, B 2012 r. — miaa
5 ncenenosanmii u B 2014 . — m1a 9.

bazoseie yupesxnenust KU pacniosoxkenst B CIITA
(9 uccrenosannii), Kanaze (7), Berukobpuranum (6),
Opannuu (4), Ascrpun, Utamimn u Hunepranmax
(o 3), lepmanum, Mspaune m Ucnmanum (1o 2),
Hanvu, JTiokcem6ypre, ITosbie u Crosernn (1o 1).
17 KN npoBoauamnch B OHOM CIIEIMAIN3UPOBAH-
HOM yupeskaenuu, ot 2 10 10 mccnemoBanmii — B 7,
or 11 o 30 uccienoBannii — B 3, a UCCJIELOBAHUE
NCT00097071 BemonHAIOCE B 43 YUPEXKAEHUIX
CIIIA, uccnenoBanue NCT00360815 — B 34 yupex-
neangx Kanazipt u CIIA (anHbie OTCYTCTBYIOT TSI
OJTHOTO MCCJIEJIOBAHNSA ).

B 8 KU 6buin ykasassl 110 1 opranusanum-conc-
noJsiHuTeNe (JIpyrasi OpraHm3aliysi, OKa3blBaoast
MOJIIEP’KKY  UCCIIE/IOBAHUAM, BKIo4Yass (DUHAH-
CUpOBaHMe, [MU3aliH, BHEIpEHWe, aHAIN3 JIaHHbBIX
1 OTYETHOCTH ), B 4 MCCIEOBAHUSX — 110 2, B 5 HC-
CJIEZIOBAaHUSIX — 110 3 U B 2 MCCJEIOBAHUAX — 110
4 opranusanuu (B 11 nccseoBaHUSAX OTCYTCTBOBA-
JIN OPTaHW3AIUN-CONCTIOTHUTEIIN ).

Bo Bcex KU B kauecTBe crioncopa UCCIeI0BAHUS
(MHUIIMATOPA MCCIEOBAHNS, KOTOPBI KOHTPOJIN-
PYeT €To BBITIOJHEHNE U SBJISIETCS OTBETCTBEHHBIM
3a aHAJIM3 JJAHHBIX UCCJIEI0OBaHMsI) OBLIN YKa3aHbI
OpraHu3aIyy, KOPIOPAIMH NN areHTCTBA.

Bcee KU Gbli MHTEPBEHIIMOHHBIMM, T.€. COIJIACHO
MIPOTOKOJTY MCCJIEI0BATENb HA3HAYAJ YIACTHUKAM UC-
CJTeIOBAHMS TUATHOCTIIECKHE, TePArieBTUIECKIe N
JIPyTHe BU/IbI BMEIIATEILCTB € HOCELYIONINM Hab 0
JIEHUEM 1 TTPOBE/IEHIEM OIEHKU MEITKO-OnoIormde-
CKUX Pe3yJIBTaTOB U/ WJIH TIOCIIE/ICTBHIA /IS 3/I0POBbSI.

Cpennee kosmmuecTBO yyacTHUKOB B KU coctaBu-
710 0K0J10 119 cyObexToB (MUHUMAIBHOE — 5, MaK-
cumanbHoe — 1441). MakcumanbHOe KOJUIECTBO
yuacTHIKOB 3adukcupoBano B K1 NCT00360815
«Diabetes Control and Complications Trial».

Pacnpenenenue ais 24 KM (80,02% ot obuie-
ro KoJM4ecTBa) ObLIO paHAOMUBMPOBaHHOE (CJIy-
yaliHoe pacrpenesieHle YYaCTHUKOB TI0 TPYIIaM)
n s 1 (3,33%) — HepangoMmusnpoBaHHoe (pac-
npeziesieHue Y9aCTHIUKOB TI0 TPYIIaM IO PEIeHn o
Bpauya); 11 5 (16,65%) mccenoBanmii criocob pac-
npeziesieHnst He ObLI yKa3aH.

CornacHo knaccuduraryu, 16 KU (53,38% ot 06-
IEr0 KOJIMYeCcTBa) ObLIN MPeAHA3HAYEHDI IS OleH-
K1 OE301aCHOCTH TIpenapaTa B YCJIOBHSIX MPEIIToa-

381

VERTE }



ISSN 1680-1466" EHIOKPMHOJIONA 2016, TOM 21, Ne 4

Jlekuit

raeMOTO UCIIOJIb30BaHMS M OIleHKU 3(h(PEeKTUBHOCTU
BJIMSIHUSI BMeIlIaTeIbcTBa Ha 3aboJieBaHue WU CO-
cTostHME 310pOBbs, 8 (26,64%) nccienoBanuii — st
onterku addexrrBrocTn 1 3 (9,99%) uccaenoBanmst
mst onieHkn OesonacHocTty; 1t 3 (9,99%) uccneno-
BaHWII MHMOPMAIMS OTCYTCTBOBAJIA.

B 18 KU (60,04% ot obiiero kosmuectsa) uH-
TEPBEHIIMOHHON MOJEIbI0 BMEIIATENbCTBA OBLIO
MepeKpecTHoe UccaeloBaHne, B KOTOPOM YYaCTHH-
KOB TIOIBEPTATN OHOMY U3 JIBYX aJbTePHATUBHBIX
BMeIIaTeIbCTB HA HAaYaJbHOU (hase mccieloOBaHus
U JIPyroMy BMeIIaTeJbCTBY BO BTOpOi (hase mc-
cienoBanust, B 7 (23,31%) ucciaenoBaHusax — Ia-
paJjiiesibHasi TPYIINa, KOTrJa YYaCTHUKU OTHECEHBI
K OZHOH W3 ABYX Wiu GoJiee TPYIIT MapajieJbHO
B TeueHue Bcero uccaenoBanus, u B 4 (13,32%) uc-
CJIeTOBAaHUAX — OJIMHOYHAS TPYTIITA C OJTHOHAIIPAB-
JeHHbIM uccaenoBanueM; st 1 (3,33%) uccneno-
BaHMs MHMOPMAIUS OTCYTCTBOBAJIA.

B 29 KM (96,67% or o0uiero KoJmyecTBa)
MaCKMUpPOBKa He WCIOJb30Baliach (Bce YJaCTHU-
KW WCCJEOBAHNS 3HAIW O CYTH HA3HAYEHHOTO
BMeraresnbctBa), a aist 1 (3,33%) uccienoBanust
nH(opMaIus OTCyTCTBOBAJIA.

OcHosHoii 1esibio 22 KU (73,36% ot obiiero koJm-
yecTBa ) ObLI0IeueH e (OI[EHKA O[HOTO M/ HECKOJIBKIX
BMEIIATEIbCTB JIJIs JIeYeHNs] KOHKPETHOro 3ab0JieBa-
HUSI, CHHIPOMa Wi coctosiaust ), 2 (6,66% ) nccrenopa-
HUll — nipodumakTrka (OIeHKa OJIHOTO WM HECKOJTb-
KX BMEIIATEbCTB IS TIPEYIPEKACHNST Pa3BUTHS
KOHKPETHOTO 3a00JIeBaHUSI, CHHIPOMA T COCTOSTHYAST )
u 1 (3,33%) uccaenoBanust — dyHIaMeHTATIbHbIE HA-
yku (paccMoTpenve (pyHaMeHTaTbHBIX MEXaHN3MOB
TefcTBUS BMeIaTenbeTBa (Harpumep, (hU3noIOTHN
u Oromexanukn); st 5 (16,65%) mccienoBaHmii UH-
opmarist oTCyTCTBOBAIA.

Jlnst KM 61 ykazaHbl ciefyronnue hasbl necie-
nosanmil. 0 ¢asza (MMOMCKOBbIE HUCCENOBAHMS, CBSI-
3aHHBIE C OYEHb OTPAaHUMYEHHBIM BO3JIEHCTBHEM Ha
JesioBeKa, Oe3 TepareBTUYeCKUX WU JUarHOCTUYe-
CKUX TIeJIeH, HalfPIMepP CKPUHIHTOBBIE MCCITEIOBAHMS
U UCCJIEJIOBAHUST MUKPOZIO3) — [ 2 UCCe/IOBAaHUHI
(6,66% ot obmiero kosmyecta). I dasza (BriOYaeT
THiepBOHAYAJIbHbIE MCCIIEIOBAHKS IS OTIPEIeIEHIS
MeTabo m3Ma 1 (hapMaKoJIoOrnyeckux apdexToB mpe-
MApPaToOB Ha YETOBEYECKUI OPraHu3M, MOOOUHBIX (-
(bekTOB, CBSA3AaHHBIX C yBEJTMUEHUEM JI03bI, U JIJISI TIOTY-
YeHUs] B PaHHUE CPOKU JIAHHBIX 00 3(h(HEeKTUBHOCTH;
MOKET BKJIIOUATh 3/I0POBBIX YYACTHUKOB M/MJIU Tia-
mentoB) — a1 (3,33% )uccrenosanus. 1/11 daza
(mpencrasisier coboii coueranue I u 11 az) — ms
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1 (3,33%) uccnenosanust. 11 haza (BrurioyaetT KOHTPO-
JIIpyeMble KJIMHITYeCKIe UCCIIe/IOBAHNS, TPOBOIUMbIE
JUTST O1leHKY 3(h(heKTMBHOCTH TIperapaTa Ijist KOHKPET-
HOT'O TTOKA3aHMsT WY TIOKA3aHWIA y TTAIIMEHTOB C UCCITe-
JyeMBIM 3200JIeBaHUEM WJTH COCTOSTHUEM U JIJIST OTIPe-
JIeTIeHUsT OOIMX OJIVZKANIIX 1O0O0YHBIX 3(h(hEKTOB
u pucka) — s 6 (19,98%) uccaenosanmil. 111 daza
(BKJTIOUAET paciMpeHHble KOHTPOJIMPYeMble 1 HEKOH-
TPOJIMPyeMbIe UCIIBITAHUS TIOCIE TIOMyYeHUsT TTpeiBa-
PUTETBHBIX TAHHBIX, CBUZIETEIHCTBYIOIMINX 00 adek-
TUBHOCTH TIperapara, NpefHazHadeHHble st cOopa
JIOTIOJTHUTETBHON MH(MOPMAIINK JIJIsT OIIEHKU COOTHO-
1eHust 001l I0JIb3bI M PUCKa IIperapara 1 obecrede-
HIS aIEKBaTHOM Gasbl 1711 BpadeOHOM OLEHKH ) — JIJIsk
4 (13,32%) uccnenosanuit. 11 IV dasa (Bkiodaet mc-
CJIeJIOBaHNE JIEKAPCTB Uit cOOpa JIOTIOJTHUTETbHON
uHGOpMaIK, B YaCTHOCTU PHCK, TIOJIB3Y W OITH-
MaJIbHBIE YCJIOBUST MCTTOJIb30BAHUS TTpeTiapaTa) — /st
4 (13,32%) uccanenosanuii. /st 12 (40,06%) uccaeno-
BaHWIT MH(OPMAIMS OTCYTCTBOBATA.

Xotst cpejiHee BpeMst Ha TyOTMKAIAIO Pe3yJIbTa-
toB KU, kotopsie nnpuBeiensl Ha caiite Clinical Trials.
€0V, COCTaBJIsIeT OKOJIO 2 JieT [4, 5], BO BceX KINHU-
YecKux wuccsefiopanuii 1o npumenenuto MIT s
seqennsg CJ[1 ykazanbr 67 crareii, KOTOpble aBTOMa-
tudeckn uaeHTudummpyiotes mo Homepy NCT u co-
JiepsKaT pe3y IbTaThl KITMHITYECKIX NCCIe/IOBAHUI.

B 0630pe npuBeieHbl Pe3yIbTaThl HAYYHBIX ITy-
GJIMKAIINI, KOTOPbIE UMEIOT HEMIOCPEICTBEHHOE OT-
notenue kK mpumenenuto 11 aisa nevennsa C1.

Knunuuecxoe uccnedosanue NCT00097071

OTKpBITOE PaHIOMU3MPOBAHHOE MHOTOIIEHTPOBOE
KU nokazano Gosbliyto 6e30macHocTh 1 ahheKTHB-
HocTh MHCYImHA AcapT (n=198) 110 cpaBHeHMIO € UHCY-
JiuroM JIustpo (n=100) mpu HerrpepbIBHOM TTO/IKOKHON
unbysun y gereit u nogpoctkoB ¢ C/[1 3a cuer Gob-
IIEro YKcJIa TIAIMEeHTOB, KOTOPbIe TOCTUIJIM TIeJIEBBIX
nokazaresieii HbAlc, pexomeryeMbIx AMEPHKAHCKON
JmabeTndyeckoit acconmarmeit (<8,5% st feteii B BO3-
pacre <6 Jjiet; <8% JIsI ieTell U MOPOCTKOB B BO3pacTe
6-18 z1eT; p=0,040), a TakKe 3HAUUTETBHO OOJIeEe HU3KOM
cyTtounoit 1031 nHcyimHa (p=0,018) [6].
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Rniniuni pocnigeHHA Woao 3aCTOCYBaHHA
IHCYNiHOBOr O iHchys3iitHoro Ao3aTopa («iHCyniHOBOT
nomMnu») ANA NiKYBaHHA LyKpoBoro iabety 1-ro Tuny

1.M. NacTep, J1.K. Cokonosa, M.[1. TpoHbKO
[lepxaBHa yCTaHOBa «IHCTUTYT eHAOKPWHONOTT Ta OOMIHY PEUOBWH iMeHi
B.M. KomicapeHka HAMH YkpaiHw»

Pestome. [penctasneHa iHhopmaLlia Npo KNiHiYHi AOCNIIKEHHS LWOAO
3aCTOCYBaHHA HCYNIHOBOTO iHY3iHOro fA03aTopa («IHCYNIHOBOI NOM-
n1») Ana NikyBaHHA LyKPOBOTo AiabeTy 1-ro Tvny.

KniouoBi cnoBa: Lykposuii fiabeT 1-ro Tuny, iHCyniHoBW iHY3iH1N
[03aTop («<iHCYNiHOBa MOMNa»), KNiHIYHI AOCHiAXeHHA.

Clinical trials of insulin infusion dispenser
(«insulin pump») use for the therapy
of type 1 diabetes mellitus

I.P. Pasteur, L.K. Sokolova, M.D. Tronko

State institution «V.P. Komissarenko Institute of Endocrinology and Metabolism,
Nat. Acad. Med. Sci. of Ukraine»

Abstract. Information are presented, on the clinical trials of insulin infusion
dispenser («insulin pump) use for the therapy of type 1 diabetes mellitus.
Keywords: type 1 diabetes mellitus, insulin infusion dispenser («insulin
pump»), clinical trials.





